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The Medical Work of the Food 


and Drug Administration 


By ALBERT H. HOLLAND, JR., M. D. 


Dr. Holland Addressed the Annual Convention of the New 
Jersey Association of Osteopathic Physicians and Sur- 
geons, at Asbury Park, New Jersey, on March 10, 1956 


R. CHAIRMAN, MEMBERS of the New Jersey Association 


of Osteopathic Physicians and Surgeons, Ladies and Gentlemen: 


This is a unique pleasure for me, to return to New Jersey, my 
home state, and to have the opportunity to address this association. 
Your program chairman and past president, Dr. George W. Northup, 
and I have been friends for many years. Both he and his distinguished 
father have been eminent in the affairs of your associations, both 
national and state, for a long time. 


This is also a welcome opportunity for me, to speak with you 
today about the safe use of drugs and the ways in which the Federal 
Food, Drug, and Cosmetic Act aids in achieving this goal. Our work 
is roughly divided into two main categories—new drugs and drugs and 
devices, or so-called enforcement activities. Taken together they pro- 
vide a degree of protection for you as an individual physician that 
otherwise is unobtainable. A priori, if it is not available to you, the 
physician, it is equally unavailable to your patients. You are both con- 
sumers—one professionally, the other actually. This legislation, the 
Federal Food, Drug, and Cosmetic Act, is a consumer-protection 
statute. 
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We are this year celebrating the fiftieth anniversary of the original 
Federal Food and Drugs Act, which was signed into law on June 30, 
1906, by President Theodore Roosevelt. This law served well until 
1938, when a major revision was enacted which, with some modifica- 
tion and amendment, is still the backbone of the Administration’s 
legal authority. 


Perhaps the most significant section of the 1938 statute was, and 
still is, Section 505, which relates to new drugs. It was adopted by 
the Congress in response to a tragic error on the part of a drug manu- 
facturer which cost the lives of 105 people before the drug could be 
recalled from the market. In essence, the law provides that before a 
manufacturer can introduce a new drug into interstate commerce he 
must first submit his data in the form of a new-drug application to the 
Food and Drug Administration for review. If the New Drug Branch 
of the Division of Medicine concludes that the drug is safe, the appli- 
cation is made effective and the manufacturer can then proceed to 
market it. 


Now, what is a new drug? I should like to give you the defini- 
tions as they exist in regulation form. Newness of a drug may arise 
by reason of (1) the newness for drug use of any substance which 
composes such drug, in whole or in part, whether it be an active sub- 
stance or a menstruum, excipient, carrier, coating, or other component, 
(2) the newness for drug use of a combination of two or more sub- 
stances, none of which is a new drug, (3) the newness for drug use 
of the proportion of a substance in a combination, even though such 
combination containing such substance in other proportion is not a 
new drug, (4) the newness of use of such drug in diagnosing, curing, 
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mitigating, treating or preventing a disease, or to affect a structure 
or function of the body, even though such drug is not a new drug when 
used in another disease or to affect another structure or function of 
the body or (5) the newness of a dosage, or method or duration of 
administration or application, or other condition of use prescribed, rec- 
ommended or suggested in the labeling of such drug, even though 
such drug when used in other dosage, or other method or duration of 
administration or application, or different condition is not a new drug. 


If and when a drug is deemed to be a new drug, the manufacturer 
must include in his application: (1) full reports of investigations which 
have been made to show whether or not such drug is safe for use, 
(2) a full list of the articles used as components of such drug, (3) a full 
statement of the composition of such drug, (4) a full description of the 
methods used in, and the facilities and controls used for, the manu- 
facture, processing and packing of such drug, (5) such samples of such 
drug and of the articles used as components thereof as the Secretary 
of Health, Education, and Welfare may require and (6) specimens of 
the labeling proposed to be used for such drug. 


Insuring Safety of New Drugs 


The New Drug Branch is primarily concerned with the safety of 
the drugs which are the subject of new-drug applications. This means 
the drug is safe to use as directed for the indications proposed. Even 
safety itself is a relative, not an absolute, concept—nor does every 
therapeutic misadventure reflect on the safety of the drug.. But, rather, 
one must assess many factors in reaching a conclusion of safety—or 
lack of it. For example, the physician is willing to incur much greater 
risks in the presence of serious or life-threatening disease than he is 
with a relatively benign, self-limited condition. It is the manufac- 
turer’s responsibility to market proper drugs properly, but it is the 
physician’s responsibility to use them properly and intelligently. 
Fundamentally the Federal Food, Drug, and Cosmetic Act is con- 
cerned with the medicine business—from manufacturer to consumer. 
It is not, however, concerned with the business of medicine as prac- 
ticed by the physician; that is a matter for legal control by the indi- 
vidual states and professional control exercised by your local and 


national associations. 


The Drug and Device Branch of the Division of Medicine is 
primarily concerned with the medicolegal aspects of enforcement. Its 
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purpose is to work with the many other groups in the Food and Drug 
Administration in the development of cases to be brought to court. 
This on occasion necessitates planning and arranging for clinical studies 
to obtain the required evidence for presentaton in court. Expert opin- 
ion is invaluable, but it often is not enough. There is no substitute for 
factual evidence. 


Review of Drug Samples and Labeling 


One of the basic objectives of the law is to promote—if not 
guarantee—the identity, strength, quality and purity of drugs, together 
with truthful labeling. This requires the group to review countless 
samples of drugs and their labeling. Labeling, incidentally, has been 
deemed to be any printed matter which accompanies the drug and 
includes dosage, directions for use, indications and claims for use, as 
well as any additional material which may be available. Frequent 
reference to the literature is not only an absolute necessity, but is 
demanding of both time and energy. In contrast to a new drug which 
requires prior review wherein the burden of proof is on the manufac- 
turer, the Drug and Device Branch is constantly confronted with the 
problem of having the burden of proof in a courtroom rest with the 
government. You are all familiar, I’m sure, with the great difficulties 
imposed in an attempt to present scientific evidence and—more important 
present matters of medical judgment in a wholly defensible form, par- 
ticularly to the laity. Hence, there are many instances where we, as 
physicians, would like to see changes effected in the interest of public 
health and safety, but where we cannot legally insist that the manu- 
facturer or distributor do so. 


Many of the problems of rational drug therapy were excellently 
highlighted in the recent paper on obesity, by Dr. Northup, which 
appeared in the November, 1955 issue of The Journal of the American 
Osteopathic Association. Just a cursory review of the various agents 
and regimens rationally and irrationally used in the therapy of this 
syndrome leads one to the early conclusion that no single drug agent is 
wholly effective in the treatment of obesity. It further clearly 
demonstrates that when specific therapy does not exist, its absence is 
an invitation to those who would capitalize on the lack of full under- 
standing of the disease or syndrome both on the part of the patient and 
the unknowledgeable physician. One of the least acceptable medical 
regimens for the treatment of obesity is the combined use of thyroid 
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and digitalis.‘ Both are potent, dangerous drugs and should not be 
used promiscuously. Both are prescription items, and the licensed 
practitioner has a right under state law to dispense them as he sees 
fit in his medical judgment. The risks involved hardly seem worth 
the potential gain, yet it is the physicians themselves who continue to 
promulgate the irrational and dangerous use of these products. There 
must come a time, it seems to me, when professional societies require 
their members to practice safely and ethically. 


The subject of worthless cancer remedies is another important 
area of activity which occupies the attention of our Drug and Device 
Branch. I need hardly dwell on the untold suffering their purveyors 
inflict on their well-meaning but misguided patients. We are limited 
in our ability to deal with these people effectively. At best we can only 
prohibit through court action interstate commerce in their worthless- 
and, therefore, dangerous—drugs. At times even this proves ineffec 
tive, since these charlatans seem to have a knack for employing every 
type of delaying procedure you can possibly imagine. 


Ultimately, I believe, the problem can only be successfully solved 
by much more vigorous action on the part of the professions them- 
selves or by the adoption of a federal statute with real teeth in it and 
quite different in character from the present Federal Food, Drug, and 
Cosmetic Act. You in this association could well afford to establish, 
if it does not already exist, a special watchdog committee just to keep 
its eyes peeled and ears open, and prevent the development of any such 


racket here in this state. 


New Batch of Fake Devices Every Year 


Another perennial problem in the Drug and Device Branch is the 
fake device. We have found just about every kind that man’s ingenuity 
will permit him to conjure up and, equally, his stupidity will permit 
him to accept. Some are claimed to cure cancer, heart disease, kidney 
disease, and other maladies; some are supposed to rearrange the 


hydrogen atoms in one’s body to dispel disease ; some are purported to 


be bust developers ; and some are claimed to give a complete diagnosis 
just by putting a sample of the patient’s blood or urine in the right slot. 
A sample of chicken blood submitted to one of these quacks yielded 
the somewhat startling diagnosis that the patient—our rooster, that is 
—was suffering from a severe case of hemorrhoids. 





PAGE 186 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1956 


Each type of these phony machines must first be obtained by the 
government and carefully disassembled and studied in an attempt to 
determine its true worth. If found to be of no therapeutic value, the 
Food and Drug Administration must pursue the matter through appro- 
priate legal channels in an effort to remove the article from the market. 
Yet year after year a new batch crops up again. 


Inevitable Conclusion 

As we reflect on the problems involved in worthless cancer 
remedies and phony devices, one conclusion seems unavoidable. It is 
this: People do want to believe. Especially is this true of sick people, 
and understandably so. This very fact seems to me to provide us with 
both an opportunity and a responsibility—an opportunity honestly to 
help the patient because he is sick and, because he is receptive, we must 
also do all in our power to educate and influence, if you will, the patient 
concerning the parameters of proper care. This is part of our profes- 
sional responsibility. If our professional ethics are to be meaningful, 
we must assume the responsibility for helping the patient protect him- 
self against the unscrupulous. We must in fact be good doctors. 
[The End] 


* FDA REPORT FOR FEBRUARY ¢ 


Eighty-five shipments of foods and drugs were seized in February 
for alleged violations of the Federal Food, Drug, and Cosmetic Act, 
the Food and Drug Administration reported on March 27, 1956. The 
summary also listed 16 criminal actions terminated in the federal courts 
during the month. 


The food seizures involved approximately 719,000 pounds of foods 
contaminated with filth or with deleterious chemicals. In addition, 
213,000 pounds of unfit foods were voluntarily destroyed by manufac- 
turers or dealers under the observation of inspectors or were diverted 
to nonfood use. In a number of instances, inspectors making return 
visits to plants found correction of conditions that had permitted insects 
and rodents to contaminate the foods. 


Fourteen seizures involved drugs and devices that were below 
standard or were labeled with misleading curative claims. Drugs with 
a wholesale value of approximately $60,000 were voluntarily destroyed 
or brought into compliance with the law by relabeling or by other 
corrective action. 


Among the February criminal actions, seven involved sales of 
amphetamines and/or barbiturates without physicians’ prescriptions or 
refills of such prescriptions without physicians’ authorizations. In one 
case, an individual was fined $1,000 and placed on probation for two 
years, while another individual was given a two-year jail sentence. 





Reviews and Reminiscences — 


The Act of 1906 


By JOHN J. McMANUS 


Addressing the Dixie Section of the Institute of Food Technol- 
ogists, at Atlanta, Georgia, on February 17, the Author—Former 
Chief of Atlanta District, Food and Drug Administration—'‘Goes 
Back"’ to Show Progress Made Since the Early Days of Regulation 


R. CHAIRMAN, MEMBERS of the Dixie Section of the Insti- 
tute of Food Technologists, and Guests: 

While this subject deserves better coverage than the talk I plan 
for tonight, I thought that some “flashbacks,” as the motion-picture 
people call them, might aid in a better understanding of this important 
law. Since I have retired, I can speak only as a private citizen, but 
the observations and experiences which I will relate are those that I 
best remember and which impressed me most at the time. Since many 
of them occurred at a very early date, I will not have to worry about 
questions from contemporaries. You will appreciate that the story of 
one field worker cannot give the complete picture. 

Many able writers, including Dr. Harvey W. Wiley, Charles 
Wesley Dunn, and Fred B. Linton, have written books and articles 
on this subject. Much material is available in our libraries, and espe- 
cially in the library of Emory University Law School. 

My first recollections of interest in this subject are in those years 
just preceding 1906 when some magazine articles told of Dr. Wiley’s 
work. Ladies’ Home Journal and Collier's mentioned the frauds of the 
day, especially in medicines. Dr. Wiley’s articles told of the food 
adulterations. As a pharmacy student I noted with some cynicism 
the numerous cures for cancer, tuberculosis and pneumonia, but there 
was little public interest. Even the college courses on the identification 
and analysis of drugs were silent about what could be done when 
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the products were adulterated. One significant thing that I well re- 
member was the lack of confidence in the manufactured foods which 
were then coming on the markets in increasing numbers and amounts. 
Canned foods served in restaurants were spoken of disparagingly, and 
at home people preferred to wait for the seasons of the fresh fruits and 
vegetables and to buy their other staples raw and in bulk. 


Earliest Effects of 1906 Act 

My first year as a prescription pharmacist brought me face to 
face with some results of the 1906 Act. The names of “cures” had been 
changed to “remedies” or “treatments,” but their composition was still 
secret. Foods did not yet show much label change. My curiosity was 
stirred, and in 1907 I began to read the bulletins of the Bureau of 
Chemistry on foods and their adulteration. The manufacturers of pre- 
servatives were freely distributing their pamphlets and criticizing Dr. 
Wiley as an obstacle to progress. My interest resulted in my taking 
a four-hour written civil-service examination in 1908, and in August 
of that year I reported to Washington as a new inspector. | found 
that 24 men had preceded me in 1907, and these “old timers” told 
wondrous tales with the assurance of veterans. 

Any expectation that food and drug inspection work was all done 
in an office or laboratory was soon dispelled. With another inspector 
I visited some tomato canneries in Baltimore. The lighting was poor 
and the floors were sloppy. In one corner of a plant were open barrels 
of peelings. When time permitted, the factory cycloned the material 
to make pulp, and then catsup. Spices and benzoate would do a 
wonderful job of masking and preserving. I thought of the restaurant 
patrons who previously had told me: “If you saw it packed you would 
not eat it.” What could we do about it? At that time we were not 
sure; we had no laboratory methods, 

A few weeks later I got another surprise. In a city a few hundred 
miles away, I saw another catsup factory. It was clean and bright. 
The fruit was ripe and sound. White-uniformed sorters were remov- 


ing any split tomatoes. Benzoate of soda was not needed nor used. 
The management said that they had been operating that way years 
before the 1906 Act. It was a cheerful prospect and a morale builder, 
because it showed what could be done. 


Dr. Wiley was interested in the artificial bleaching of flour with 
nitrogen peroxides. The Alsop process with an electric arc was used. 
Many flour mills were inspected, but I could never follow all the runs 
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or cut-offs. While I covered the mills, the flour covered me, and it 
took more than a whisk broom to get back to normal. As you may 
recall, Dr. Wiley lost his bleached-flour case because he could not 
show that the nitrites were present in sufficient amounts to render the 
flour injurious to health, but there was some comfort in the decision 
of the Supreme Court which recognized the principle that ingredients 
which may be deleterious were prohibited. Later the Alsop process 
was replaced by chlorines and peroxides. 


Developing Forceful Methods of Control 

Dr. Wiley’s actions were widespread and forceful when he thought 
public health was endangered. The milk supply of Chicago had been 
criticized. Much of it came from Indiana. One summer day in 1908 
20 inspectors were assembled. The next morning we found ourselves 
at Indiana milk stations before sunrise, sampling the milk brought in 
by farmers, then refrigerating the samples and riding back to the 
Chicago laboratory. The work was repeated in Cincinnati and a few 
other cities. Market milk control is, of course, a problem better 
handled by cities and states, but these few campaigns showed the need 
of corrections, and demonstrated methods of control. 

I recall a visit to a Chicago creamery about that time. They had 
a large butter output. We watched the cream deliveries. The plant 
called it “sour cream,” but that was not a comprehensive description. 
There were molds, odors, and other things. But it was filtered and 
pasteurized, and we did not know what to do. It took nearly 20 years 
to develop effective analytical methods. 

In 1909 I visited a midwestern bakery using eggs broken out of 
the shell, mixed, and preserved with 2 per cent boric acid. They were 
not frozen or refrigerated. The product was unique with this manu 
facturer and baker, but the principle involved had broad implications, 
so Dr. Wiley ordered seizure. Trial resulted in a verdict for the 
government, which was later affirmed by the Supreme Court. The 
Agriculture Department’s opposition to the use of formaldehyde, 
salicylic acid and boric acid had never been previously challenged 
under the law. Dr. Wiley had experimented with boric acid on his 
famous poison squad and had decided that it was deleterious. How 
ever, England and Canada permitted it in butter, and the borax indus- 
try was interested in other food outlets. Meat and fish packers thought 
that it had possibilities. So Dr. Wiley was at the trial with his poison 
squad to testify. He was also supported by other leading scientists. 
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He won a worth-while victory. Twenty-five years later so much addi- 
tional evidence on the toxicity of boric acid had been accumulated that 
I doubt if anyone would now want to try it on human volunteers. 


First Contacts with Harvey W. Wiley 

It was at this trial that I got my first “close-up” of Dr. Wiley. 
After the pretrial conferences we would sit in groups listening to his 
discourses. His wide interests were amazing—biology, zoology, astronomy 
and sociology would be covered by pithy comments. His magnetic 
personality held the close attention of all. He was a big man, with a 
head and face which would class him as a remarkable man, even by 
a stranger at first meeting. 

The work of the first years under the 1906 Act was somewhat 
haphazard, but much information was collected—in fact, more than 
we could properly digest. Complaints of violations came from con- 
sumers, manufacturers and state officials, but our analytical methods 
were not always sufficient for court action. Dr. Bigelow and others 
started additional studies and there was continued progress. 

On organizing the enforcement work, Dr. Wiley appointed Mr. 
W. G. Campbell of Kentucky as chief inspector. Mr. Campbell was 
a lawyer who had been in state food control work with Robert M. 
Allen of Kentucky. Mr. Campbell proved to be a man of great organ- 
izing ability and keen judgment, and an inspiring leader. Later he was 
appointed Assistant Chief of the Bureau of Chemistry, and he served 
as Commissioner of Food and Drugs from 1927 until his retirement 
in 1944. 

From Random Sampling to Factory Inspection 

Under the direction of Mr. Campbell we progressed from the 
random sampling of the first two years to a system of factory inspec- 
tions where detected violations were corrected on a factory-output 
basis. Later we moved to a project basis where the more important 
violations were corrected by industry-wide surveys, followed by regu- 
latory action when and where needed. At the beginning the variety 
of products was wide and sometimes startling. One summer day in 
1910 when Washington was extra hot, a schooner from Maine arrived 
at the Seventh Street wharves with a cargo of ice. Dr. Wiley had 
heard of insanitary New England mill ponds, so I was ordered to get 
a sample. The details were left to me. I did not try to sample by 
percentage of weight or count, but bought a 200-pound cake, which 
I had trucked without seals or wrapping to the laboratory. Of course 
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I rode on the truck. I think that it was the only official sample of 
natural ice ever collected. 

Many of the violations of those early days have disappeared 
because of popular acceptances of the properly labeled products. In 
those days nearly every store sold coffee labeled “Mocha and Java.” 
Most people thought that it was the only good coffee. The trade 
knew, of course, that the best blends used only small percentages of 
these types for body and flavor. Dr. Wiley secured the services of 
some expert coffee men. Their identifications on prepared samples 
were so accurate that we went ahead with court actions, and now 
Mocha and Java are almost forgotten names. 


Beginnings of Consumer Education 

Flavoring extracts was another class that cost us much in analytical 
research and litigation. Finally most manufacturers accepted legal 
labeling, and the consuming public soon learned that these imitation 
flavors were the same ones that they had always bought, but usually 
at a higher price. 

At the start of the enforcement work, apple vinegar was prominent 
in the list of violations. When we won a case after much analytical 


research and inspection work, we soon learned that the vinegar plant 
chemists were a year ahead of us in sophistication, and we finally gave 
up the fight. But here again the public had learned to accept the 
properly labeled distilled vinegar and the problem was almost moot. 
However, one case went to the Supreme Court, and the decision was 
in our favor. This decision contained a paragraph which, to the food- 
law enforcement official, is as comforting as a verse from the Book 


of Psalms. It reads in part: 

The statute is plain and direct. Its comprehensive terms condemn every 
statement . . . which may deceive or mislead. Deception may result from the 
use of statements not technically false or which may be literally true It 
is not difficult to choose . . . statements . . . which will not deceive. ; 
The Statute was enacted to enable purchasers to buy food for what it really is. 

The general terms of the Food and Drugs Act of 1906 were full 
of surprises as to their scope and effect. The wisdom and foresight 
of its drafters were confirmed in many court cases; but we soon found 
out that it was not always effective in protecting health or preventing 
economic cheats. I was in St. Louis in 1910 when I got the startling 
news that a judge in Kansas had ruled that the law did not apply to 
therapeutic claims in a worthless cancer cure. If the manufacturer 
had claimed that the pills were made of starch and they were found 
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to be composed of sugar, there would be misbranding, but a claim of 
cure of cancer was not covered by the Act. The Supreme Court upheld 
this view. The decision not only shocked us, but the public as well, 
and in 1912 Congress enacted the so-called Sherley Amendment, which 
covered therapeutic claims. While we won some flagrant cases under 
this amendment, we soon learned that the words “false and fraudulent” 
were a difficult hurdle, especially where the defendant claimed no intent 
to defraud. The Food and Drug Administration spent nearly $75,000 
in prosecuting a worthless product claimed as a tuberculosis remedy. 
Only by proving that the manufacturer knew that the testimonials he 
used were from people who had since died of tuberculosis did we win 
the case. We lost a later case against a worthless and dangerous 
diabetic cure because the manufacturer, a shirt salesman, claimed 
ignorance of medical treatments and, therefore, he could not defraud. 


Protection in Amendments to Act 
Continued misrepresentations on contents of packages resulted in 
the net-weight amendments of 1913 and 1919. False claims on quality 
of canned foods produced the 1930 amendment providing for standards 


for canned foods. Even with these amendments we found many in- 
adequacies in the law which had been so effective with the simpler 
violations of the previous 25 years. I remember one day when the 
health officer of Savannah called to report that two women were seri- 
ously ill and suffering intensely from the use of a certain depilatory. 
He thought that we should act under our drug section. I recognized 
the product as one containing thallium sulfate, which had a record 
of systemic poisoning from absorption through the skin. He said the 
store declined to stop the sale, remarking that it carried insurance. 
Regretfully I told him that we had no jurisdiction over cosmetics. 
The product was soon banned by health officers, but it was several 
years before the Food and Drug Administration could act against 
dangerous cosmetics. 

Many of the conditions of those early days were not so different 
in principle from those of the present. I found most manufacturers 
complying with the law because its objectives were in accord with 
their moral principles. There were some who, with reservations, felt 
that it was good business. But there were many who felt that we 
were not attuned to the code of the market place and that we were 
destroying their valuable assets—‘tricks of the trade” acquired through 
long experience. " 
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In the northern warehouses there was a practice of marking up 
the weights on cheese—for example, a 20-pound cheese would be 
marked “21 lbs.,” claiming that the cheese weighed 21 pounds when 
packed. We proved by controlled storage and shipping experiments 
that paraffin-coated cheese did not shrink, and the misbranding was 
stopped. Gross weight for net weight was also prevalent in products 
where the large output made a small percentage cheat very profitable. 
We found a creamery operator who skillfully added an extra 10 per 
cent of water to his butter. There were numerous manufacturers who 
deliberately packed food short in weight. We felt that the moral 
re-education of such people would be better handled by the courts. 
Even Dr. Carl Alsberg, a mild-mannered man who succeeded Dr. 
Wiley and stressed education as a means of obtaining compliance, had 
no patience with these cheats. 

Educational work was, and still is, an important part of our 
enforcement program. Outstanding was the work of the late B. J. 
Howard, Chief of the Microanalytical Division. He not only developed 
methods for the detection of rot and other filth in processed fruits and 
vegetables, but devised procedures for helping the industries control 
these conditions and trained their men to use them. I recall that in 
1930 we helped show the Florida tomato canners that buying maggoty 
cull fruit at ten cents a box was more expensive than buying good 
fruit at 25 cents a box. Of course, we had to bring some legal actions 
to demonstrate the alternative, but by the next season the canners 
were satisfied that the sound fruit was more profitable, and the bad 
situation was corrected. 

I also remember the Georgia peach-canning industry conditions 
about 1915. Both peach growers and canners considered it a by- 


product industry. Even when a canner bought culls, he picked out the 


better fruit for shipping, and canned what was left. The peaches were 
halved and pitted but not peeled or sorted. One season there were 
many wormy peaches. Although I thought it might be a.“needle in 
a haystack” search, I sampled hundreds of cases after shipment and 
to my surprise the laboratory found worms in most of the cans. The 
next season conditions were much improved, and in a few years 
processing methods had changed so that Georgia canned peaches were 
no longer restricted to mining camps but were competing on their 
merits in all southern markets. I still feel that the word “by-product” 
has no place in the canning of food. The <onsumer has a right to 
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expect that the canner will use his superior knowledge to pack a 
high-quality product. 

It is difficult to present an adequate picture or history of the 
early days of the 1906 Act. The people enforcing the law seldom had 
time for narrative reports. The pressure was high, the changes fre- 
quent. The demand was for facts, actions and improvements. The 
reports were usually those of progress, of time and men and money 
well used. I will close with one more story to illustrate this point. 


Elixir-Sulfanilamide Story 


When the elixir-sulfanilamide disaster occurred in the fall of 1937, 
the Atlanta District got a heavy assignment. Thirty shipments total- 
ing about 100 bottles had been made to our territory. The task was 
immediately to recapture or account for the entire amount before more 
people were killed. All inspectors and chemists were called on to help. 


One of our older inspectors was one Lewis A. Smith. He was an 
enthusiastic worker, but at that time he was not in good health. We 
tried to save him from arduous physical work, but a pint bottle of 
the elixir had gone to a druggist in a small place in the north Georgia 
mountains and we could not contact the druggist by telephone. Smith 
volunteered, and departed alone in the government car on a drizzly 
fall day. He did not return until the second day. Then he delivered 
to me a pint bottle containing 12 ounces and a four-ounce prescription 
bottle nearly full. 


I asked him why the trip had taken so long. Briefly stated, he 
had found the druggist and was given the stock bottle, but four ounces 
were missing. There was one prescription, but he would have to ask 
the doctor for the patient’s name. Where was the doctor? Out on 
calls. That night the doctor returned. He kept no records but thought 
the patient was a woman named Lula Rakes. Where did she live? 
He did not know. Back to the druggist. He did not know either. 
There were many Rakes families in the county. The druggist was 
very deaf, and the persistent shouts of the inspector attracted by- 
standers. Finally one spoke up and said he thought Lula Rakes lived 
over in Happy Hollow. Where was Happy Hollow? About eight 
miles over the Ridge. Could he show the inspector the way? He 
would try. So over the dark mountain road they drove, and finally 
found the place. It was vacant. On they drove to the next house in 
the valley and learned that the Rakes family had moved to a place 
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over the next ridge. They finally found the house. Lula was there, 
but she did not remember what had happened to the bottle. She had 
taken only a few doses. An hour’s talk followed, and finally one of 
the family said that they had put a lot of things in a poke when they 
moved and he thought the medicine might be in it. So under the bed 
in a paper sack was the rest of the medicine. The search was over 
and the weary inspector started homeward. 


When Smith finished his verbal report, I thought to myself: 
“What an interesting story—The Search for Lula Rakes’. People, 
places and things; drama, comedy and near-tragedy. It would fill 
several pages.” But it was not written. We did not have the time 
and, if it had been written, the Washington staff would not have had 
the time to read it. So on the large blotter pad where I was keeping 
a tabulated record of all the shipments, I wrote in the first column: 
“Shipment No. 22, 1 pint”; in the next column I wrote: “Inspector 
Lewis A. Smith”; in Column 3 I wrote: “12 ounces recovered from 
druggist” ; in the next column: “4 ounces recovered from Lula Rakes” ; 
and in Column 5 I wrote: “Case closed.” 

These incidents of those early days are useful in showing by 
contrast the progress made since 1906. The objectives of the present 
day are still the same—better foods and safer drugs. The problems, 


however, are more complex—more training, research and hard work 
are required in both field and laboratory. I feel, however, that with the 
increasing support that we are getting from industry, and the better 


understanding by the public of our accomplishments and objectives, 
we can look forward with confidence to increased effectiveness in the 
work of protecting the health and welfare of the people of the United 


States. [The End] 


FTC LACKS JURISDICTION OVER OLEO ADS 
OF MEAT PACKERS 


[The Federal Trade Commission does not have jurisdiction over 
meat packers in their advertising of oleomargarine, the commission 
ruled in dismissing a complaint brought under the provisions of the oleo 
margarine amendment to the Federal Trade Commission Act. It 
pointed out that, under the Packers and Stockyards Act, the Secretary 
of Agriculture is empowered to enforce honesty and fair dealing in 
the advertising of oleomargarine by packers 

Accordingly, the appeal of counsel supporting the complaint was 
denied.—Reported in CCH Trape Recutation Reports, April 20, 1956, 
at J 25,944 





By JAMES C. MUNCH and JAMES C. MUNCH, JR. 


NOTICES 
NOS. 5001 





REVIOUS REPORTS of this series discussed Notices of Judg- 

ment (N. J.’s) 1 through 5000, which had been published in accord- 
ance with Section 4 of the 1906 Federal Food and Drugs Act. The 
present report deals with the next 10,000 notices. Among them there 
were 290 dealing with foods, 648 dealing with drugs, 2,456 dealing with 
drug products and preparations, and three dealing with cosmetics. 
This represents a total of 3,397, or slightly more than one third of 
the total. Of these, there were a total of 56 contests, of which the 
government won 42. 


Foods 


The same rules have been used for classifying products into 
groups as in the previous reports. There were 158 notices in N. J.’s 
5001 to 10,000, and 132 in N. J.’s 10,001 to 15,000, or about the same 
number of actions. Actions were brought because of the presence of 
arsenic, boric acid, caffeine, heavy metals, glass, methy! alcohol, 
nitrites, saccharin, salicylic acid, sulfites and tale in a variety of 
foodstuffs. In addition, actions were brought because of the presence 
of flies, dirt, feathers and bacterial contaminations. 

Several actions were brought against various coal-tar colors be- 
cause of the presence of an added poisonous and deleterious ingredient, 
to wit, arsenic. In general, these products were seized in accordance 
with Section 10, and were usually destroyed. There were two contests 
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OF JUDGMENT— 
TO 15,000 





This Is the Third in a Series of Papers on Notices of Judgment 
(the First Appeared in the April, 1955 Journal, the Second in 
the January, 1956 Issue). Because the Length of Detailed Tables 
Would Preclude Their Publication, the Authors State That They 
Will Gladly Answer Any Questions Concerning Specific Products 


in these actions. In N. J. 10,371, the court charged the jury that they 
need pay no attention to the arsenic charge: 
because there is no proof in the case that arsenic, in the quantities which 


the proof shows were contained in these colors, is, in fact, poisonous, hurtful, 
or injurious to health. 


The jury returned a verdict of guilty, because of other charges. 
Another action, brought against one can of coal-tar color (N. J. 
12,652), was contested and won by the government in the district 
court; on appeal, the decision was affirmed by the Circuit Court of 
Appeals for the Seventh Circuit. It dealt with the presence of arsenic 
at a level of 20 parts per million in the color as sold, as well as the 
presence of an excessive proportion of salts. Among the pertinent 

comments by the district judge were the following: 
the necessary elements to be consumed by the human body contain all 


the various substances and poisons that would necessarily at some time or other, 
unless otherwise overcome, impair the vitality of the patient . the human 


197 





PAGE 198 ¥OOD DRUG COSMETIC LAW JOURNAL—APRIL, 1956 


body already contains substantially all of the poisons of various kinds that our 
present state of longevity will permit and that anything of a poisonous character 
added to it becomes more or ‘ess deleterious to health or in effect, tends to 
destroy or decrease the vitality of the human body. . . . There is no reason 
why at this time of our great mental and physical development we need to 
add to our system unnecessarily more poisons than we already necessarily 
possess. The very air that we breathe is shown to be charged with a noxious 
poison known as arsenic; ofttimes the water we drink is charged with the same 
kind of a poison. Various other things that are necessary to be taken into the 
human body to sustain life are charged with similar poisons. 


. . I am satisfied that the contention in the libel that this has in it stuff 
added that is deleterious, and that it is injurious or may be injurious to health 
when taken in the form of confections or food stuffs, is well founded. It is not 
important and it is not really any of the court’s business how that stuff came 
in there. Therefore, the opinion of the court is: ... (4) That the can 
of coal-tar color libeled contained an added poisonous or deleterious ingredient, 
to wit, arsenic, which may render said article injurious to health. 


In the opinion expressed by the circuit court of appeals, it was 
pointed out that the arsenic content was 20 parts per million; that 
the arsenic was present in the sulphanilic acid which was used in the 
formation of the color; and that practically all coal-tar colors contained 


some arsenic. The court said: 


We are not satisfied, however, that arsenic in such quantity as to be 
injurious to health was present. 

The quantity of arsenic found in this coloring material is so infinitesimal 

that, when diluted as it is ordinarily used, it would take years to produce “a 

dose” such as is ordinarily prescribed by physicians—one-thirtieth of a grain. 

In other words, one would be required to drink 150,000 bottles of soda before 

he would have consumed a quantity of arsenic sufficient to equal the “dose.” 


The Congress has not assumed to define with absolute particularity what 
is or what is not injurious, and we cannot accept the testimony of the one 
witness who testified for the government to the effect that the word “injurious” 
is an absolute term. Rather do we conclude upon the testimony before us that 
the arsenic present in the quantity disclosed was not injurious to health. 








James C. Munch, Medical Director of 
the Vaponefrin Company, Upper Darby, 
Pennsylvania, Was at One Time Asso- 
ciated with the Bureau of Chemistry 
(Now the Food and Drug Administration) 
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James C. Munch, Jr., Is a Premedical 
Student at Temple University, Philadelphia 





Proceedings in the Coca-Cola case were finally concluded (N. J. 
6117) by concessions on both sides, and the material released on bond. 
The government dropped charges that nitrites added during the bleach- 
ing of flour were deleterious or harmful ingredients, and the United 
States Supreme Court ruled in favor of the government on the remain- 
ing charges in the action against the Lexington Mill and Elevator 
Company (N. J. 6380). The Supreme Court also passed upon a ques- 


tion raised by Oscar J. Weeks in N. J. 6308. He contended that the 
charge of misbranding was directed to representations made by the 
salesmen for his products, and not to statements appearing on the 
label. The Court ruled that since he had not objected to such state- 
ments, he was legally responsible for them. 


In an action against moldy and stale confectionery, the Court 
ruled (N. J. 5543) that there are three distinct types of adulteration 
outlined in the Act: 

(1) by causing it to contain mineral substances, or poisonous colors or 
flavors; 

(2) by permitting it to contain any other ingredients deleterious or detrimental 
to health; 

(3) by the use of any alcoholic or narcotic drug. 

The court ruled that this confectionery was adulterated under the 
second classification. 

Some actions were taken against apples, celery and pears because 
of the presence of arsenic. These were all seizure actions. The jury 
decided against the attempt of the government to establish standards 
for nonalcoholic creme de menthe, and the original charge that the 
presence of 0.25 grain of caffeine per fluid ounce was deleterious was 
dropped by the government. Saccharin was reported in a variety of 
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beverages, ice cream cones, pies, relishes and canned vegetables. 
Salicylic acid was also reported in a number of beverages. The pres- 
ence of botulinus toxin A in ripe olives was <he basis for two actions; 
this expanded into a major investigation and lead to a number of 
changes in the method of handling and processing this product. Evi- 
dence that adulteration is injurious to health was not required in 
actions brought against cherries (N. J. 14,090), salmon (N. J.’s 10,499, 
11,442, 12,056, 12,221) and sardines (N. J. 12,656). 


Perhaps one of the most-quoted decisions was handed down by 
the Supreme Court in connection with N. J. 12,367, U. S. v. 95 Barrels 
of Vinegar. This was brought to establish the legality of a definition 
for cider vinegar, as being made from fresh, expressed apple juice 
rather than from extracted material from dried apples. Since some 
SO, was used during the drying process, it was removed by the 
addition of a proper barium compound, which left a very small quan- 
tity of barium in the final product. Regarding this factor, it was 
pointed out in the district court and on appeal that no claim was made 
that the product was deleterious or injurious to health because of this 
trace of barium. However, the decision handed down by the Supreme 
Court upheld the finding of the district court, which had been reversed 
by the Sixth Circuit; the decision was in favor of the government. 
The Supreme Court stated: 

The statute is plain and direct. Its comprehensive terms condemn every 
statement, design, and device which may mislead or deceive. Deception may 
result from the use of statements not technically false or which may be literally 
true. The aim of the statute is to prevent that resulting from indirection and 
ambiguity, as well as from statements which are false. It is not difficult to 
choose statements, designs, and devices which will not deceive. Those which 
are ambiguous and liable to mislead should be read favorably to the accomplish- 
ment of the purpose of the act. 


So far as foods were concerned, the decisions handed down tended 
to clarify various definitions during this interval. There is still some 
confusion regarding the possible deleterious action following consump- 
tion of very small quantities of arsenic, either in coal-tar colors or as 


spray residues on apples and other fruits. 


Drugs 


There were 648 notices in this series, of which 350 were included 
in the second 5000, which were more than the 298 in the first group. 
However, there were only six contests in the entire series. Adultera- 
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tion of birch oil or wintergreen oil with synthetic methyl salicylate 
was decreasing. Because of one defendant’s previous record of many 
violations, the court refused to return one seizure of adulterated birch 
oil to him, but insisted that it be relabeled and sold by the government 
(N. J. 7691). In N. J. 5072 the jury accepted the statement of the 
defendant that he had sold birch oil exactly as he received it ; therefore, 
any adulteration must have been done by the mountain men who orig- 
inally distilled the preparation! 

In N. J. 6629, action was brought against a sample of pink root, 
which showed 22 per cent of ash as compared with the official standard 
that the ash should not exceed 10 per cent. The court raised the 
question as to whether the sample taken for analysis by the govern- 
ment was adequate to represent the entire shipment. The jury re- 
turned a verdict of not guilty. Some confusion was being produced 
by selling colocynth for colocynth apple (N. J. 12,919) which led to 
a verdict by the jury of guilty. Similarly, the jury returned a verdict 
of guilty against savin oil (N. J. 14,364). 

In addition to these contested cases, a number of lots of aspirin 
were substandard or adulterated with salicylic acid or with acetanilide. 
Samples of heroin were substandard. Action was brought against 
several lots of hydrogen peroxide because of the presence of acetanilide, 
although later this practice was proved by the United States Pharma- 
copoeia to be a proper procedure. Samples of saccharin were adulter- 
ated with sugar. A campaign against chloroform was started, beginning 
with N. J. 10,678; material differed from the United States Pharma- 


copoeia standards, almost in spite of the best efforts of all manufac- 


turers. This was responsible for a great deal of research to stabilize 
the product. Shortages were also noted in a number of alkaloidal 
preparations. 
Drug Products and Preparations 

There was a tremendous increase in activities in this area; there 
were 1,765 N. J.’s in the group 5001-10,000, falling off to 691 in the 
next 5,000, for a total of 2,456, which represents almost one fourth 
of these 10,000 notices. Of these there were a total of 38 contests, of 
which the government won 28. Many of the actions were brought 
under the Sherley Amendment; most of these actions were seizures, 
although there were a few instances in which criminal prosecution was 
also brought against the shipper. 
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In connection with campaigns waged against aphrodisiacs, em- 
menagogues, abortifacients and products for the treatment of venereal 
diseases (usually at home or by the lay person), 93 per cent of 747 
products were seized (N. J.’s 5001-10,000) without any court contests ; 
similar results were obtained, although on a somewhat smaller scale, 
in the second group of notices. The growing importance of actions 
against veterinary remedies—more particularly, ones for hog cholera 
—resulted in a new classification for these N. J.’s. 


Actions were brought against a number of mineral waters for 
excessive therapeutic claims. In contesting the seizure of Robinson 
Mineral Water on the basis that it was not a competent treatment 
for Bright’s disease, as well as many other diseases named on the 
label (N. J.’s 6623 and 8701), Bradley averred that many reputable 
physicians used this water with benefit in the treatment of these 
diseases. Before marketing the water he had it thoroughly tested, and 
he had made no attempt to sell it until the physicians advised him of 
its therapeutic value. Therefore, he acted entirely in good faith. The 
material was released on bond. In the decision of the Fifth Circuit, 
it was ruled that the words “recommended in the treatment of” could 


only mean that the product would effect a cure or would alleviate 
a disease, and also that claims for the treatment of disease rendered 


this product a drug and not a food. 


Two actions were brought against Crab Orchard Mineral Water, 
recommended for the treatment of rheumatism and other diseases. 
In N. J. 10,172 it was stated: 

There are differences between scientific men; there are differences between 
medical men as to the therapeutic effect of medicines. That is well known to 
all. What the Government must show is that one or more of these statements 
is false and fraudulent. . . . in construing the language upon this carton you 
are to interpret it as the ordinary man, the purchaser of ordinary intelligence, 
would interpret it. 


Further action was brought against this product (N. J.’s 11,784 
and 12,844). In the district court it was stated that this material had 
been concentrated so much that only small quantities could be taken 
and, therefore, that it was a drug. The jury returned a verdict for 
the government, which was appealed to the Sixth Circuit. In its 
decision, it was stated: 


If it appears from the testimony of a witness upon preliminary examination 
that he is learned in the science of chemistry or has been regularly and legally 
admitted to the practice of medicine, that he has knowledge of the drug ele- 
ments contained in the article transported in interstate commerce and their 
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efficacy or lack of efficacy as curative agents, used separately or in combination 
in the treatment of the diseases specified on the label, his opinion on that subject 
is competent evidence, regardless of whether he has had actual experience or 
observation of the effect of the use of such drugs in the exact form in which 
they are transported in interstate commerce. 


In a number of these cases, such as N. J. 5594, where laymen were 
testifying regardiry cures of their own diseases, the question was 
raised as to whether they really had had the diseases claimed, and 
whether they really were cured as a result of taking the product in 
question. Usually, the court pointed out to the jury that they were 
to weigh the testimony and determine the degree of credence to which 
such testimony was entitled. 


A number of seizures were brought against Hall’s Texas Wonder, 
which was claimed to be of value in the treatment of kidney and 
bladder troubles; to dissolve gravel ; and to aid weak and lame backs, 
rheumatism and diabetes. Analysis of the preparation by the govern- 
ment revealed the presence of colchicum, copaiba, guaiac, rhubarb and 
turpentine ; Mr. Hall refused to divulge the composition of his product, 
but claimed that other ingredients were also present. He testified that 
he had not attended any medical school, but had traveled around the 
countryside with various doctors and that while he had been sick, he 
had experimented on himself to develop this formula. He had collected 
a large number of testimonials, all from laymen; he had no reports of 
critical, medical investigations of his product. (N. J. 7657.) With the 
exception of one lot which was released on bond, the material taken 
in the various seizures was destroyed. 

This same question of the ability of laymen to diagnose their own 
diseases and cures entered into a number of cases. Medical experts 
for the government testified that no drug or combination of drugs 
would be able to produce the effects claimed for a preparation. On 
the other hand, lay witnesses testified under oath that they had had 
the disease or diseases mentioned on the label; that they had taken 
the product in question; that they had been benefited or cured. In one 
such record (N. J. 5535), “Pulmonol” was proposed as a remedy for 
all pulmonary diseases, including all types of consumption. Analysis 
showed that it contained guaiacol sulfate. Expert witnesses for the 
government testified that it would not be efficacious. The defendant, 
Dr. Payne, testified that it would be and had been, and he offered a 
number of testimonials to support his testimony. The jury returned 
a verdict of guilty. 
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In a similar type of case (N. J. 5526), “Cerebro-Spinal Nerve 
Compound” was offered for the treatment of all diseases of the brain 
and spinal cord, including feeble-mindedness and insanity. Experts 
testified on behalf of the government that no drug or combination of 
drugs could accomplish these things. On the other hand, a number 
of laymen testified that they had been cured of such diseases. The 
decision of the jury was in favor of the government. The case was 
appealed to the Sixth Circuit on the ground that this product was 
dangerous to be given to laymen, and that court affirmed the verdict 
in the lower court. 


Of particular interest in this series of court cases was the question 
of proving a statement to be false, and thereby fraudulent. In the 
action against Dr. McLean’s Liver and Kidney Balm (N. J. 6149), 
Judge Trieber charged the jury: 

a person who makes a statement which he doesn’t know to be true, makes 


a false statement just as much as a man who makes a statement which he knows 
to be false. 


The members of the jury were unable to agree on a decision, and 
the case was retried before Judge Dyer. In his charge to the new jury, 
he stated that: 

one who makes a false statement, not knowing whether it is false or true, 
is as guilty of wrong as the man who makes a false statement knowing it is 
false. No one may be permitted to make statements recklessly not knowing 


whether they are true or false, put these statements out, and then say he did 
know whether or not it was false. 


The jury returned a verdict for the government. The case was 
appealed to the Eighth Circuit. In announcing its decision (N. J. 
6362), it stated: 


This portion of the charge was erroneous, as it permitted the jury to find 
that the false statements were fraudulent, although the defendant honestly 
believed them to be true. In cases of this character there must be proof of an 
actual intent to deceive, an intent that may be inferred from facts and circum- 
stances, but which must be proved. 


The same issue developed in the hearing against Long’s World’s 
Greatest Kidney and Bladder Remedy (N. J. 9614). In his charge to 
the jury, the judge stated: 

The man who has no knowledge of a thing, and knowing that he has no 
knowledge, represents as a fact that a certain thing is true, in the hope that 
the person to whom the representations are made will rely upon it and accept 


his statement, that man is committing a fraud . . . because there is fraud 
in the assumption of knowledge when he knows he hasn’t got it. 
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In considering Gingerole (N. J. 8720), the court stated that the 
product contained a mild counterirritant; and therefore would have a 
place in the treatment of pneumonia, chest colds, croup, asthma, 
neuralgia or rheumatism. Since the officers of the company honestly 
believed the product to be valuable, there was no convincing evidence 
of fraud. Since a statement regarding curative or therapeutic effect 
must be both false and fraudulent, the court returned a decision of 
not guilty. Akoz, found to consist of clay, was offered as a remedy for 
stomach troubles, indigestion, kidney troubles, rheumatism, diabetes 
and toothache. Witnesses for the defense testified that the product 
had been effective, and the court returned a verdict for the defendant 
(N. J. 5552). Creosote carbonate was the active ingredient in Tubercle- 
cide (N. J. 5616), with the claim that it was a reliable remedy for 
tuberculosis. Expert physicians testified for the government that the 
product would have no remedial value. Three physicians testified for 
the defense that the product had been used satisfactorily in their prac- 
tice, one of them having used it with good results on more than 3,000 
patients. The court said that it was unable to see why a man could 
not act in good faith in following the advice of his physician ; therefore, 
there was no fraud on the part of this manufacturer in distributing 


this product under these claims. 


Many of the men who owned or operated certain types of drug 
companies did not know, nor had they ever attempted to learn, the 
therapeutic action of the ingredients of the medicines which they sold. 
Many of them had no training in science, in pharmacy or in medicine. 
The courts condemned such practices and, in general, courts or juries 
found for the government in such actions. Perhaps one portion of the 
charge in N. J. 9614 was in mind in many of the cases. The defense 
had offered evidence to the effect that this particular product was 
harmless, although it was recommended for the treatment of kidney 
and bladder diseases. The judge stated that: 

a person should not thus be induced to part with his money nor 
should a person be thus led to believe and rely upon a certain thing as a cure 
for a dangerous and deadly disease, and thus, perhaps, be led to defer con- 
sultation or inquiry which might help him if taken in time, and which might 
not help him later. 

A product was marketed as an emulsion of turpentine, ammonia 
and salicylic acid, for the cure of tuberculosis, asthma and other dis- 
eases. It was seized (N. J. 11,671), and the seizure contested before 





PAGE 206 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1956 


a court and jury. The decision was in favor of the claimant. However, 
the charge by Judge Morris is of particular interest in connection with 
the consideration of cases of this character: 


You should take into consideration the fact that when any individual or 
company puts out a drug intended for use by persons so credulous as those who 
are suffering from disease such individual or company is assuming a great 
responsibility and extreme caution should be exercised in informing them of 
the curative or alleviating properties of the drug. Great and lasting injury to 
the health of individuals may result if misstatements are made as to its curative 
effects by inducing its use in the incipient stages of diseases upon which it has 
no effect, which if taken in time, might by proper treatment be cured. Knowing 
and realizing this as every owner of a proprietary medicine must if he is a 
person of intelligence, it is for you to say whether or not he would not, before 
advertising his medicine, first ascertain just what its curative and therapeutic 
effect is upon the diseases for which he recommends it. 


To explain a little more fully my meaning, a man might easily justify 
advertising the curative effects of a drug which was generally recognized as 
beneficial in the cure of specified diseases, but if a man puts onto the market 
a drug which is not so recognized by skilled practitioners, he should be held 
to a high degree of care in his efforts to ascertain the curative effects of the 
drug that no mistake be made, because he may be trifing with human life. He 
must use great care in his advertising matter, and know, or honestly believe, 
that his representations are true and are so worded as not to deceive the public. 

In reviewing the actions taken against this group of products, 
it is noted that increasing use was made of the seizure provisions of 
the Act. Most of the seizures in this group were brought because of 
therapeutic claims. In general, the higher courts tended to support 
the decisions of the district judges or juries. The need for manufac- 
turers or distributors of drug preparations to obtain proper informa- 
tion with respect to the medicinal value of their preparations for the 
treatment of various disease conditions set forth on the labels was 
emphasized. Imposition of somewhat larger fines, as well as an occa- 


sional jail sentence, began to appear. 


Cosmetics 
It has been difficult to determine, in a number of instances, 
whether some cases should be classified under “Cosmetics” or under 


“Drug Products and Preparations.” Efforts were made to decide in 


accordance with the information stressed in the various notices. There 
were three cosmetics among the notices in the group 5001-10,000, and 
none in the other series of 5,000 notices. A product offered as a skin 
bleach (N. J. 5598) was seized and destroyed. In addition, there were 
two vegetable soaps with claims for curing or relieving various in- 
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volvements of the skin and scalp. Analysis showed these were both 
coconut-oil soaps. There were no court contests. 


Summary 
This series of 10,000 N. J.’s contained a total of 3,397 reports 
which were incorporated in this study. About three fourths of these 
dealt with drug products and preparations. There was noted a marked 
increase in the use of seizure action under Section 10 of the Act. 
There appears to emerge a program of project activities—at times 
approaching campaigns—against arsenic in coal-tar colors or on fruits; 


against decayed or decomposed canned salmon; against substandard 
alkaloidal preparations; against products for the home treatment of 
venereal diseases; and against chloroform for anesthesia—to mention 
the more outstanding types of products. The total numbers of court 
contests were decreasing, and a greater proportion were won by the 


government. [The End] 
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Fifty Years 
of Federal Food, Drug 


and Cosmetic Laws 








RESIDENT ALLEN and members and guests of the National 

Agricultural Chemicals Association, it is a real pleasure to be with 
you at this meeting to discuss the federal food, drug, and cosmetic 
laws. We always welcome the opportunity of meeting with your 
association. 

As you know, 1956 is the fiftieth anniversary of the passage of the 
original Food and Drugs Act. It is appropriate to look back at the 
events leading to passage of that law, and compare them with 
the situation today. 

The Food and Drugs Act of 1906 had a long gestation period. 
In 1878 the first record of the study of food adulteration by the Chem- 
ical Division appeared in an annual report of the United States Com- 
missioner of Agriculture. When Dr. Harvey W. Wiley became Chief 
of this Chemical Division in 1883, the first problem with which he was 
confronted was an extensive study of food adulteration. His division 
began to issue from time to time a series of bulletins giving the results 
of its scientific and research work. Of this series, the best known was 
3ulletin 13 on foods and food adulterants. It covered 1,417 pages and 
was issued, in ten parts, from 1887 to 1902. It dealt with the chemical 
composition, technology and adulteration of dairy products, spices, 
beer and wines, lard, baking powder, sugar, molasses, confections, 
honey, tea, coffee, cocoa, canned vegetables, cereals and preserved 
meats. 

In 1889 the small organization that had worked under the direc 
tion of the Commissioner of Agriculture became the United States 
Department of Agriculture. The first appropriation for the new de- 
partment included a provision “to enable the Secretary of Agriculture 
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to extend and continue the investigation of the adulteration of foods, 
drugs, and liquors.” 

These investigations exposed a variety of abuses in the production 
of foods and drugs. The sensational revelations were incorporated in 
reports to Congress and were dealt with at length in testimony before 
Congressional committees. A number of prominent writers for news 
papers and for magazines of national circulation gave wide publicity 
to the charges. Dr. Wiley readily acquired the support of the General 
Federation of Women’s Clubs and of many individual women’s organ- 
izations. 

The history of this period records somewhat inconspicuously the 
fact that “most of the well-established concerns manufacturing foods, 
drugs, and drinks favored such regulatory legislation.” 

Dr. Wiley and his supporters were successful in their efforts, and 
the first national food and drug law became a reality on June 30, 1906 


When we look back to 1906 we see retail grocery stores whose 
stocks were largely restricted to simple staple products such as flour, 
sugar and shortening. The foods sold in those days were principally 
ingredients with which the housewife could prepare the finished foods 
for her family. Branded merchandise was in its infancy, and food pack- 
aging as we know it today was unheard of. 

The state of progress in the drug field was on a similar plane 
Castor oil, Epsom salts, herb laxatives, and tonics—simple medications 
—were the rule of the day. Neither the food nor the drug supply 


moved extensively in interstate commerce. The housewife prepared 
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most of her own foods in the kitchen and most of the medicines were 
compounded by the corner apothecary. 


Food and Drugs Act Protection for Honest Manufacturers 


Those who pioneered in the factory production of foods and drugs 
were confronted with ruinous competition. The public was suspicious 
of factory-made products. If these honest men who sought to develop 
an interstate business in foods and drugs of high quality were to suc- 
ceed they would need protection against unscrupulous competitors. 
At the commemorative meeting celebrating the fortieth anniversary of 
the Federal Food and Drugs Act, Mr. Clarence Francis, then presi- 
dent of General Foods Corporation, said: 

Fortunately for the food processing industry and for the country, the act 
gave honest manufacturers the protection they needed from unfair competition 
at the very time when a great new opportunity—and a great obligation—opened 
before them. The national economy gaining momentum with every year since the 
industrial revolution, was rounding the corner into the machine age and into a 
new period of plenty and a standard of living such as the world had never seen. 
In this process, food manufacturing had a vital part to play. It has done so 
and, in analyzing the reasons therefor, we find that possibly the most impressive 
single factor was this: The conditions created by the passage of the act invited 
responsible businessmen to put real money into the food business. Life suddenly 
became more precarious than ever for the fly-by-night payroll dodger whose 
practice it had been to make a quick cleanup in a single pack and vanish into 
thin air. 

Freed from the competition of such as these, substantial businessmen staked 
their capital on the proposition that the consumer wanted, and would reward, 
known quality. They put their resources behind their guaranties and, as we have 
already remarked, they submitted readily to a law that was meant for the Medes 
as well as the Persians. And the food industry began to grow. 

The same general comment could be made with respect to the 


drug industry. 


Post-World War Il Chemicals Raise New Question 

It is interesting to trace the progress of the most recent federal 
legislation in the food field—the Miller Pesticide Chemicals Amend- 
ment. When numerous new agricultural chemicals came on the Amer- 
ican market after World War II, consumers became disturbed. They 
wondered whether the food supply was being harmed by use of the 
new products. The spray-residue hearings in 1950 and the hearings of 
the Select Committee to Investigate the Use of Chemicals in Food 
Products (the Delaney Committee), which began the same year, 
revealed genuine alarm by some people about the safety of food. 
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For this and other reasons new legislation was sponsored by 
Congressman A. L. Miller and others to simplify the procedure for 
setting safe tolerances for pesticides in or on crops. 

Your association showed outstanding foresight and regard for the 
public in supporting the legislation which became law. The states- 
manship of Lea Hitchner and the help of his staff deserve recognition. 
Your action and the complete cooperation we have had from you 
since 1954 have earned for the agricultural chemicals industry a place 
of respect and confidence. And like the food industry five decades 
ago, you should find the provisions of the new law an aid to material 
growth of the more progressive companies. 


Cooperation Under Miller Amendment 

After the pesticide chemicals amendment became law, cooperation 
continued. Agriculture, industry, and government have worked to 
gether to the benefit of all consumers in the United States. Several 
foreign countries keep informed of the United States tolerances for 
pesticide residues, and progress under the United States law has been 
studied by a special committee of the World Health Organization at a 
conference to consider methods of dealing with chemical additives 
to foods. 

Our joint support of the new legislation, progress of the past few 
years, and the cooperation now existing between all who are affected 
by tolerances for agricultural poisons give promise of continued 
progress. 

It gives me real satisfaction, as we celebrate this golden anni 
versary of federal food laws in the United States, to be able to cite 
the passage of the Miller Pesticide Chemicals Amendment and its 
administration to date as a classic example of the type of harmonious 
government-industry relationship that all of us seek. I thank you for 
the assistance you have given, and request your continued help. 

The progress in this field is monumental. In July, 1954, there 
were no formal tolerances for spray residues in food; no one knew 
what arrangements would be made for administering the Miller Amend- 
ment in a practical manner; some members of your industry were 
concerned about the effect of the new law on their operations, and a 
few months later, in the spring of 1955, there was alarm in agricultural 


circles because of a fear that the law would become fully effective 


in the middle of a growing season and cause serious disruption of 


established farming practices. 
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Today, almost 100 pesticide chemicals have found their place 
under the Miller Amendment for one or more uses through the estab- 
lishment of tolerances or exemptions. The administrative procedures 
established under the amendment have proved workable. Most of the 
pesticide manufacturers have adapted to the law. The farmers have 
had one growing season since the amendment became law. Here in 
Florida the second growing season is drawing to a close. The transi- 
tion to full application of the new law is coming about smoothly. 


Problems Ahead No More Difficult Than Ones 
Already Solved 


Of course there are problems ahead—major ones. But they are 
no more difficult of solution than some which already have been 
handled. The same cooperative approach that has served so well in 
the past will permit them to be solved to the best interest of all who 
are affected. 

The philosophy of the Food and Drug Administration is to try 
to bring about cooperatively with industry the maximum voluntary 
compliance with the law. To this end the doors of the Food and Drug 
Administration are open to any representatives of industry who wish 
to discuss with us what the law’s requirements are. 


We welcome opportunities to work with committees from indus- 
try to try to solve problems of any sort having a bearing on the 
requirements of the law. In other words, we wish to exhaust all 
proper means of trying to prevent law violations. The statute pro- 
vides in no uncertain terms for the steps which are to be taken when 


voluntary compliance does not occur and, instead, substantial viola- 
tions result. Under these latter circumstances it is our obligation to 
proceed vigorously to utilize the sanctions provided for in the statute. 


At this time I would like particularly to thank your association 
for its cooperation in advising growers about the new law and in 
pointing out to them the importance of using pesticides carefully ac- 
cording to the label directions. 


We have already had a few instances where growers have used 
the wrong pesticides or have applied pesticides too close to the time 
of harvest. Inevitably there will be other such incidents. We can hope 
that none of them will result in harm to the public, but we must also 
do everything we can to impress upon growers the fact that pesticides 
should never be used carelessly. 
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Your association, and the individual members of the industry, are 
aware of our mutual problem in grower education. To teach growers 
to use pesticides safely, as well as effectively, is in many respects our 
biggest job. It is by all odds the best way to protect the public in this 
field. We have a good law, but we also share this problem which no 
law can solve, and which can only be solved by education. It is my 
hope that NACA can expand its activities in this area, and that the 
Food and Drug Administration and other agencies in government can 
cooperate to the full extent that is needed to do this educational job. 
Like other types of safety education, this needs to be set up as a 
permanent and continuous activity. 


The Food and Drug Administration is an organization of about 
1,000 people. Somewhat more than half are assigned to our 16 field 
laboratories scattered throughout the United States. The field staff 
consists of inspectors, chemists, and other laboratory scientists, to- 
gether with a normal complement of clerks and laboratory helpers. 
The Washington staff is made up of a wide variety of scientists includ- 
ing medical officers, bacteriologists, chemists, microscopists, pharma- 
cologists, veterinarians and, of course, our administrative staff. 


Citizens Advisory Committee's Study of FDA 


During the past year a distinguished representative citizens com 
mittee was appointed by the Secretary, with funds specifically pro- 
vided by Congress, to make a study of the responsibilities of the Food 
and Drug Administration as contrasted with their facilities. This 
committee pointed out the very substantial increase that has occurred 
in our population. They referred to the repeated amendments to the 
statute which place more responsibility on FDA. They were im 
pressed with the increased complexity of the processes and procedures 
used in the production of foods, drugs and cosmetics. Because of these 
and other additions to the job expected of FDA, the committee recom 
mended that the facilities of the Administration be expanded some 
threefold to fourfold over the next five to ten years, and that a new 
laboratory building should house the entire Washington staff of FDA. 
The Secretary of the Department has spoken favorably of the report 
of the citizens advisory committee. The first step in following these 
recommendations was when a proposed increase in appropriations of 
some $1 million for FDA was included in the President’s budget for 


next year. 
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It seems to us that the problems in the production of foods, drugs 
and cosmetics in the next decade will be more challenging than those 
of the past. We forecast that continued improvement in our food and 
drug supply will be achieved by the progressive utilization of scientific 
discoveries. The possibilities are limitless. Nucleonics will be used 
in producing foods and drugs. The discovery of many new substances 
can be expected to improve our food supply. The use of new, superior 
insecticides, herbicides and a variety of other products will be helpful 
in growing foods. The utilization of hormones, antibiotics and other 
new substances to improve the production of meat and poultry and 
to retain natural flavors at the peak of freshness are all promising. 


Evaluating Advantages and Safety Factors 


The problems which the use of these substances will create, how- 
ever, are many and serious. Before these advantages can properly be 
taken to the public we must know what, if any, changes are produced. 
We must be sure that the new product is safe for consumption by the 
young and the old, the weak and the strong, the sick and the well. 
Because of your pioneering in the pesticide chemicals field, you are 
well aware of the kinds of facts needed in judging the safety of new 
products. 

The law does not now require, except in the case of pesticides, 
that new substances be tested for safety before they are added to food. 
Some ten bills are now pending in Congress to deal with the pre- 
testing of so-called chemical additives to food. It is our view that this 
field is one which richly deserves the study of Congress and the 
enactment of legislation to solve the problems. 

Similar problems will be raised by the accelerated discovery of 
powerful but useful new drugs. Fortunately, the new drug section 
of the present Federal Food, Drug, and Cosmetic Act provides an 
adequate instrument to deal with the safety of new therapeutic agents. 

In conclusion, we in the Food and Drug Administration seek the 
help and cooperation of industry. We believe that if problems of 
mutual interest are fully disclosed and the facts are laid on the table 
for joint consideration, for the most part, men of good intentions can 
arrive at common conclusions without difficulty. [The End] 


CD 





Therapeutic Claims 


and the Federal Government 


By ALAN H. KAPLAN 


This Paper, from Harvard Law School's Medical-Legal Problems Seminar, 
Notes That FTC and FDA Police What Appears to Be a Single Problem, Due 
to an Artificial Distinction Between “Labeling’’ and ‘False Advertisement" 


N 1938, two federal statutes were enacted, both pertaining in part 

to the marketing of drugs and devices in interstate commerce. 
The acts were the Federal Food, Drug, and Cosmetic Act,’ and the 
Wheeler-Lea Amendment to the Federal Trade Commission Act.* 
This paper will be concerned with evidentiary practices on the part 
of the government to show that the labeling or advertising of a drug 
or device is false or misleading as concerns its therapeutic value. 


The relevant sections under which the government proceeds are 
Sections 352(a) and 321(n) of the Food, Drug, and Cosmetic Act and 
Section 55(a)(1) of the Federal Trade Commission Act. Section 
352(a) provides that a drug or device shall be deemed misbranded 
“if its labeling is false or misleading in any particular.”* Section 
321(n), which will be more fully discussed later, states what shall be 
taken into account in determining if the labeling is misleading, and 


the product, as a result, misbranded. 


Section 55(a)(1) of the Federal Trade Commission Act states 
that an advertisement shall be deemed false if it is misleading in a 
materia) respect. It then goes on, in a manner similar to that of 
Section 321(n), as to what shall be considered in determining if the 


advertisement is misleading. 


152 Stat. 1040, 21 USC Secs. 301 and ?52 Stat. 111, 15 USC Secs. 41 and fol- 
following (1938) owing (1938) 
21 USC Sec. 352(a) 


219 





PAGE 220 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1956 


Mr. Kaplan Is a Member of the New 
York Bar and the United States 
Court of Military Appeals. He Is 
Presently in the Armed Services 








Under the Food, Drug, and Cosmetic Act, “misbranding” is a 
prohibited act:* under the Federal Trade Commission Act, “false 
advertisements” are unlawful.® 

Thus far, the acts appear to be very similar to each other. How- 
ever, the Food and Drug Administration, which enforces the Food, 
Drug, and Cosmetic Act, is under the jurisdiction of the Department 
of Health, Education, and Welfare, while the Federal Trade Commis- 
sion, an independent administrative body, enforces the Federal Trade 
Commission Act. Under the Food, Drug, and Cosmetic Act, the sanc- 
tions available against misbranding are injunction,® criminal prose 
cution’ or seizure,» which must be sought in the courts. As its 
sanctions against false advertisements, the FTC generally has only 


the power to issue cease-and-desist orders ®° which are reviewable by 
the courts of appeals.*° Under both statutes, if fraud is involved, crim- 
inal prosecution is available with a greater punishment than can 
ordinarily be obtained by the Food and Drug Administration." 


It appears that while the coverage of the Federal Trade Commis 
sion Act is broader than that of the Food, Drug, and Cosmetic Act- 
that is, advertising is a broader concept than labeling—the sanctions 
available to the Food and Drug Administration are more varied than 
those which the FTC can seek. 





#21 USC See. 331(b). seminated, it can seek a temporary re- 
515 USC Sec. 52(a). straining order in a district court under 
*21 USC Sec. 332. Sec. 53(a) of the act. After a cease-and- 
721 USC Sec. 333(a). desist order itself has become final, a 
* 21 USC Sec. 334. violation of it may result in a fine of up 
*15 USC Sec. 45(b). Prior to the issu- to $5,000 under Sec. 45(1) 

ance of a cease-and-desist order, if the ” 15 USC Sec. 45(c). 

FTC has ‘‘reason to believe’ that a false 115 USC Sec. 54(a): 21 USC Sec. 333(b) 
advertisement is, or is about to be, dis- 
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In 1910, it was stated by the Supreme Court, in the case of U. S. v 
Johnson ** that claims as to the therapeutic value of a drug were not 
intended to be embraced by the Food and Drugs Act of 1906.%% An 
interpretation of Section 8 of that statute was rendered (such section 
being somewhat similar to Section 352), which restricted it to “false 
statements . . . [which] determine the identity of the article, possibly 
including its strength, quality, and purity ....”** It was further 
stated, by Justice Holmes, that it might be beyond the power of 
Congress to legislate concerning the therapeutic value of a drug “in 
regions where opinions are far apart.” Here the Court cited the 
McAnnulty case,’® which will be discussed later. 

Largely as a result of this decision, the Sherley Amendment was 
enacted in 1912.2%° The amendment stated that a drug shall be mis 
branded if its package or label contains any statement “regarding the 
curative or therapeutic effect of such article” if the statement was 
“false and fraudulent.” It is to be noted that this amendment covered 
only fraudulent misrepresentations—those which were made with 
an intent to deceive. 


The Sherley Amendment was upheld as constitutional in Seven 


Cases of Eckman’s Alterative v. U. S*" The seizure sought by the gov- 
ernment was on the basis that the drugs were not effective as a cure 
for “all throat and lung diseases,” as the labeling represented. It was 
necessary for the government to show that this, and similar state- 
ments, were made with intent to deceive. This burden was sustained 
by the government, and the Court distinguished the facts from those 
where “honest differences of opinion between schools and practition- 


ers’ of medicine might exist. 


Due to the fact, though, that it was necessary to show that the 
representation on the labeling was fraudulent, a serious handicap was 
placed upon the enforcers of the Act. If a claim as to the efficacy of a 
drug was an honest opinion of the person making it, the agency was 
powerless to do anything even if medical authority was completely 
against the validity of the claim. 


Due to this gap and others in the coverage of the original Federal 
Food and Drugs Act, a complete overhaul was found necessary in the 





2 221 U. S. 488 (1910) * American School of Magnetic Healing 
434 Stat. 768, 21 USC Secs. 1 and fol- v. McAnnulty, 187 U. S. 94 (1902) 
lowing (1906) “37 Stat. 416 (1912), 21 USC Sec. 10 
“Cited at footnote 12, at p. 497 (1934) 
™ 239 U. S. 510 (1916) 





PAGE 222 FOOD DRUG COSMETIC LAW JOURNAL— APRIL, 1956 


early 1930’s. After several years of Congressional debates and hear- 
ings,** the present Act was passed. Although the Act was not nearly 
so complete as some would have it, it was a great improvement over 
the original law.*® 


One of the apparent oddities remaining in the present food and 
drug law is the fact that any false advertisement relating to the thera 
peutic effect of a drug or device is not within the jurisdiction of the 
Food and Drug Administration. As we have seen, it is the Federal 
Trade Commission which is given authority to deal with such prac- 
tices. The reason for this dichotomy within what appears to be a 
single subject might best be explained by the reluctance of the FTC 
to give up its original jurisdiction in this area when, in 1938, the cover- 
age of the Federal Trade Commission Act was expanded to include 


20 


“unfair or deceptive acts or practices in commerce,” * as well as 


unfair methods of competition.” 

Under neither of the acts today is it necessary to show that there 
was a fradulent intent on the part of the person making a false or 
misleading statement as to the efficacy of a drug or device in treating 
a malady. As stated, if such intent can be shown, a harsher penalty 
is available than may ordinarily be given.** In the determination of 
whether a representation is false, the government (both the FTC and 
the Food and Drug Administration) principally uses two types of 
evidence. These might be called “clinical-type” evidence and “expert 
opinion” evidence. 

The former is perhaps the most convincing type of evidence that 
can be used, as it often dramatically shows that the representation of 
therapeutic effect is not true. Through the use of the facilities of vari- 
ous institutions, both public and private, the Food and Drug Admin- 
istration is able to test the actual effect of various drugs and devices 


In the case of U. S. v. Hoxsey,* the Food and Drug Administra- 
tion sought an injunction to restrain the introduction into interstate 
commerce of drugs which were alleged to be misbranded. Such drugs 
had been represented to be effective in the treatment of cancer. As 
part of their efforts to refute this claim, the Food and Drug Admin 





% See Dunn, Federal Food, Drug, and ** Dunn, work cited at footnote 18, Ap- 
Cosmetic Act—A Statement of Its Legis- pendix E—Senate 5, 74th Congress—House 
lative Record (1938). Hearings, at p. 1286 

” Release 2040-38, United States De- 2 See footnote 11 
partment of Agriculture, June 27, 1938. * CCH Food Drug Cosmetic Law Re- 

2 15 USC Sec. 55(a)(1). ports { 7185, 94 F. Supp. 464 (DC Tex., 

1950), rev'd 198 F. (2d) 273 (CA-5, 1952) 
cert. den., February 2, 1953 
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istration used the facilities of the Jackson Memorial Laboratory in 
Bar Harbor, Maine, to experiment with the drugs upon cancerous 
mice,** and “the manner and method of such experiments was in 
accordance with the best known and accepted practice and was appli 
cable to the treatment of cancer in humans... .”’* Through these 
tests, it was shown that the medication had no beneficial therapeutic 
effect.*° In spite of this, and other evidence favorable to the govern 
ment, the district court held that the government had failed to sustain 
its burden of proof and dismissed the bill. On appeal, however, the 
lower court was reversed as having abused its discretion in the refusal 
of the injunction. 

Such clinical evidence was also used to show the falsity of a thera- 
peutic-value claim in the seizure case of Research Laboratories, Inc. v 
U. S$." A product called “Nue-Ovo” was labeled as being effective in 
the treatment of arthritis, rheumatism, neuritis, sciatica and lumbago. 
The Food and Drug Administration sought to show that such labeling 
was not true. As part of its case, it availed itself of the results of tests 


made with the drug by the director of physical medicine at the Uni- 
versity of California. A “controlled clinical study” had been carried 


out at the university hospital upon patients who were afflicted with 
arthritis. The study failed to show that the drug had any beneficial 
effect whatsoever. A similar study was carried out at the hospital of 
the University of Kansas with the same result. 


The reason for the use of these studies is that they show as a fact 
that a product is or is not beneficial. There is no question of opinion 
involved. The drug either produces, or fails to produce, the effect 
which its manufacturer claims for it. Its value is beyond the realm 
of speculation. 

The fact that clinical-type evidence is offered by the defense to 
show a therapeutic effect does not preclude a finding in favor of the 
government, even though the government itself does not offer such 
studies. Such is frequently the instance in hearings before the FTC 
as to whether a cease-and-desist order should be issued. In Neff v 
FTC,** the Federal Trade Commission had found that the product 
“Glantex” was not a reliable drug for the treatment of various internal 
disorders, This finding was made in spite of the fact that the defense 





* Transcript of record, pp. 126-132, U. 8 * Transcript of record, cited at footnote 
v. Hoxsey, 198 F. (2d) 273 (CA-5, 1952) 24, pp. 132, 146 
=U. 8. v. Hoxsey, cited at footnote 24 = 167 F. (2d) 410 (CCA-9, 1948) 
at p. 278 * 1940-1943 CCH Trade Cases { 56,308, 
117 F. (2d) 495 (CCA-4, 1941) 
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had offered “direct testimony” of experts “based upon actual experi- 
ence” with the product. The government, to counter this, used the 
testimony of six doctors who had never had actual experience with the 
product and who had not “conducted any clinical tests to ascertain just 
what results might be expected from it.” * In sustaining the findings 
of the FTC, the court stated that its review was limited to a consid 
eration of matters of law, since Section 45(c) of the Federal Trade 
Commission Act provided that “the findings [of fact] of the Commis 
sion, if supported by evidence shall be conclusive.” The “court may 
not pass upon the weight to be given conflicting testimony.’”* This 
same result has been forthcoming in similar cases before the FTC." 


In Food, Drug, and Cosmetic Act cases, also, the defenses’ use 
of their own “clinical evidence” is not determinative of the issue. In 
the case of U. S. v. One Device, Intended for Use as a Colonic Irrigator,** 
the Food and Drug Administration sought to seize an instrument 
on the ground that its labeling was deceptive. The device was similar 
to an ordinary enema device but, in addition, had an outflow tube, a 
thermostatic valve to regulate the temperature of the water and a valve 
to regulate the water pressure. The government did not contend that 
the device was useless, but that it was not effective in the treatment of 
certain diseases as it was represented to be. The defense offered the 
testimony of one chiropractic practitioner who had used the instru- 
ment in his treatment of patients. He claimed that the device had 
proved effective although “he did not testify specifically that its use 
had effected a cure in a single case of any of the diseases enumerated 
in the circulars.” The government offered the use of five medical 
experts who had never used the instrument nor seen it in use. They 
claimed, though, fully to understand the principles upon which it oper- 
ated and: 

testified that a colonic irrigation would not cure hardening of the arteries, 


migraine, lumbago, colitis, gall bladder complications, high or low blood pressure, 
irregular heart beat, rheumatism, or any of the other named diseases.” 


The lower court dismissed the libel on the basis that the govern- 
ment failed to show substantial proof, as it based its evidence “solely 
upon the opinion of the medical men” rather than upon experience 
with the device in question. The court of appeals reversed, however, 


»P. 496. Commission Since 1938," 8 Food Drug Cos- 
»™P. 497. metic Law Journal 367, 389-391 (June, 
% See Vernon, ‘‘Labyrinthine Ways: 1953). 

The Handling of Food, Drug, Device and 2160 F. (2d) 194 (CCA-10, 1947) 
Cosmetic Cases by the Federal Trade =P. 198 
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partly on the ground that no experiments with the instrument were 
necessary because the government witnesses were “fully conversant 
with the principles upon which the device operated.” ** 

From the above cases, three generalizations may be drawn: 

(1) Clinical evidence developed by the government is generally 
deemed controlling as to whether or not a product is effective in the 
treatment of a disease. Difficulties may be encountered by the govern- 
ment, however, when it is argued by the defense that the type of study 
made was not proper.* 

(2) The fact that the defense proffers “clinical” evidence is not 
determinative of the issue, generally because of the lack of control 
or authenticity of the study.” 

(3) It is not mandatory that the government conduct actual ex 
periments with each product to determine the validity of representa 
tions concerning it. The use of expert-opinion evidence alone may be 
sufficient.*’ 

It has been suggested that the position of the courts in not requir- 
ing the use by the government of clinical-type evidence is “the only 
practical one” because “clinical data is time-consuming and extremely 
expensive to gather, while in any normal case it seems that the general 
knowledge of the experts would be reliable. Despite the fact that 
clinical tests are not required by the courts, in practice,” the FTC 
and the Food and Drug Administration present “clinical data in what 


they regard as hard cases.” * 





“ P. 199; see Willis and Goodrich, ‘‘Judi- 143 F. (2d) 814 (CCA-9, 1944); Charles of 
cial Progress Under the Federal Food, the Ritz Distributors Corporation v. FTC, 
Drug, and Cosmetic Act,’’ 3 Food Drug 1944-1945 CCH Trade Cases { 57,267, 143 
Cosmetic Law Quarterly 16, 23 (March, F. (2d) 676 (CCA-2, 1944); Irwin v. FTC, 
1948) 1944-1945 CCH Trade Cases { 57,258, 143 

®™See Woodard Laboratories, Inc. vv. F. (2d) 316 (CCA-8, 1944); Aronberg v. FTC, 
U. §8., CCH Food Drug Cosmetic Law 1940-1943 CCH Trade Cases { 56,324, 132 F 
Reports 7239, 198 F. (2d) 995 (CA-9, (24d) 165 (CCA-7, 1942); John J. Fulton 
1952) Company wv. FTC, 1940-1943 CCH Trade 

” Neff v. FTC, cited at footnote 28; U. 8. Cases £56,319, 130 F. (2d) 85 (CCA-9 
v. One Device, Intended for Use as a Col- 1942). cert. den., 317 U. S. 679 (1942); 
onic Irrigator, cited at footnote 32; Koch v. Alberty v. FTC, 1940-1943 CCH Trade 
FTC, 206 F. (2d) 311 (CA-6, 1953). Cases * 56,109, 118 F. (2d) 669, cert. den., 

* See Research Laboratories, Inc. v. 314 U. S. 630 (1941): Nef’ v. FTC, cited at 
U. 8., cited at footnote 27, cert. den., 335 footnote 28; Justin Haynes 4 Company v 
U. S. 843 (1948); U. 8. vw. One Device, FTC, CCH Trade Regulation Reports 
Intended for Use as a Colonic Irrigator, (Supp. 8th Ed.) { 25,288, 105 F. (2d) 988 
cited at footnote 32; Associated Labora- (CCA-2, 1939); EB. Griffiths Hughes, Inc. v 
tories, Inc. v. U. 8., 1944-1945 CCH Trade FTC, CCH Trade Regulation Reports 
Cases { 57,391, 150 F. (2d) 629 (CCA-2, (Supp. 1932-1937) 17355, 77 F. (2d) 886 
1945); Todd, Inc. v. FTC, 1944-1945 CCH (CCA-2, 1935) 

Trade Cases { 57,308. 145 F. (2d) 858 (CA *™ Vernon, work cited at footnote 31, at 
D. C. 1944): Ultra-Violet Products, Inc. v. Pp. 389-390. 
FTC, 1944-1945 CCH Trade Cases { 57,266, 
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These “hard cases” are not generally deemed “hard . . . from the 
standpoint of trial,” but hard in the sense that a product is involved 
which “by reason of its ingredients or the combination of them... 
is in the realm of the unknown as to the therapeutic effect .... In 
such circumstances it is necessary . . . to cause adequately controlled 
clinical studies to be carried out by competent investigators.” 


As far as most proprietary drugs are concerned: 


despite impressions that may have been created by advertising and other- 
wise . . . [they] are made from ingredients the properties of which are well 
known ... . Wherever such is the case and it is merely a matter of bringing 
together and presenting the known facts and settled opinions with regard to 
such drugs, it is obviously unnecessary to require that special controlled clinical 
studies be made for use as evidence.” 

Thus, it is seen that in almost every case brought by the Food 
and Drug Administration or before the FTC, clinical evidence of some 
sort is available to the government. 

Is there, though, any difference in the reception of such data in 
food and drug cases and in FTC cases? The former are always heard 
in court and the latter cases, generally, before the commission itself. 
The Food and Drug Administration has the duty of persuading, as 
triers of fact, the court or the jury. The FTC has to persuade the 
commission. It is suggested that when the efficacy of a therapeutic 
claim is contested, the commission, being men who have dealt with 
these types of claims countless times, might be more wary as to their 
truthfulness. The court and jury, on the other hand, may be some- 
what “naive” and therefore require a showing which goes beyond the 
preponderance of the evidence or, in criminal cases, a reasonable 
doubt. The failure of the government to succeed in the Hoxsey case or 
the Colonic Irrigator case might be attributed to such treatment. 


As has been stated, clinical experiments or tests are not neces- 
sarily performed by the government in determining whether or not a 
product has the therapeutic value it is represented to have. Instead, 
the government may largely base its case on what might be termed 
expert-opinion evidence. 

Before delving further into this type of evidence, it is necessary 
to examine Section 331(n) of the Food, Drug, and Cosmetic Act and Sec- 
tion 55(a)(1) of the Federal Trade Commission Act. Both of these 
sections are concerned with the determination of whether labeling 





* Letter from John L. Harvey, Associate Health, Education, and Welfare, January 
Commissioner of Food and Drugs, Food 11, 1954 
and Drug Administration, Department of 
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or advertising are misleading. In so deciding, it is stated that there 
shall be taken into account 

; not only representations made or suggested by statement, word, design, 
device, [sound (FTC only)] or any combination thereof, but also the extent to 
which the advertisement fails to reveal facts material in the light of such rep- 
resentations or material with respect to consequences which may result from 
the use of the article [FTCA says “commodity”] to which the labeling [FTCA 
reads “advertising”] relates . . . .* 

In addition, a regulation“ has been promulgated under Section 
331(n) which states to the effect that a difference of opinion among 
qualified experts as to the truth of a representation is a fact which, 
if not revealed on the labeling, may render such labeling misleading. 

The reason for these sections might be founded on the existence 
of what has become known as the McAnnulty doctrine.** Briefly stated, 
the doctrine evolved from the 1902 Supreme Court case of American 
School of Magnetic Healing v. McAnnulty. ** The case held to the effect 
that the Postmaster General was powerless to issue a fraud order pre- 
cluding delivery of a party’s mail when his determination of fraud 
was based upon the lack of therapeutic value of a product and such 
determination was one of opinion only, as distinguished from fact. 


It was thought that the doctrine enunciated in the McAnnulty 
case might be a restraint on the enforcement processes of the FTC 
and the Food and Drug Administration,“ and partly for this reason, 
the above sections—that is, Sections 331(n) and 55(a)—were included 
in the respective acts.* 


As can be seen from these sections of the statutes, it is not neces- 
sary that the therapeutic effect of a product be shown as a fact to be 
false. All that is necessary is a finding that the advertising or labeling 
of a product is misleading “in any particular” “* under the Food, Drug, 





#21 USC Sec. 321(n); 15 USC Sec. 5 
(a)(1) 

21 CFR Sec. 1.3. 

“See Carver, ‘‘The Rule in the McAn- 
nulty case,"" 5 Food Drug Cosmetic Law 
Journal 494 (August, 1950). 

“ Cited at footnote 15. 

“See Herrick, Drug Products 
p. 81. 

“ The case of Reilly v. Pinkus, 338 U. S. 
269 (1949), might, if it had been decided 
prior to the revision of these statutes, have 
allayed somewhat the fears of those who 
felt the McAnnulty doctrine a barrier to 
the rigid enforcement of the Federal 
Trade Commission Act and the Food, 
Drug, and Cosmetic Act. In the case, if 
adequate hearings were to be given, rep- 
resentations of the efficacy and safety of 


(1942), 


an iodine product for reducing weight were 
deemed to be within the fraud-order power 
of the Postmaster General. The Court 
stated that the McAnnulty doctrine was a 
““‘wholesome i:mitation on findings of fraud 
under the mail statutes when the charges 
concern medical practices in fields where 
knowledge has not yet been crystallized in 
the crucible of experience."’ (P. 274.) As 
a result of this 1949 decision, it has been 
stated that the McAnnulty doctrine has no 
application in food and drug cases, at least 
where fraud is not the issue. See Willis 
and Goodrich, ‘“‘Enforcement and Judicial 
Progress of the Federal Food, Drug, and 
Cosmetic Act."" 5 Food Drug Cosmetic 
Law Journal 27, 34 (March, 1950): Car- 
ver, work cited at footnote 42 
“21 USC Sec. 352(a) 
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and Cosmetic Act, and “in a material respect” *’ under the Federal 
Trade Commission Act. 


Now we shall return to the expert-opinion evidence mentioned 
before. As part of the case of U. S. v. Hoxsey,* discussed previously, 
it was shown by the government that the Hoxsey Cancer Clinic 
printed a booklet which contained “case histories” of patients who had 
been treated for cancer. These case histories represented that the 
patients had had cancer; had suffered with it for long periods of time; 
and, in many instances, were cured of cancer.*® 

The government introduced expert testimony as to the manner 
primarily used by reputable medical men in the diagnosis of cancer.” 
This method of diagnosis is a biopsy—a microscopic study of the cell 
tissues. It was also shown by the government that one of the de- 
fendant’s physicians claimed to be capable of diagnosing cancer ac- 
curately without the use of a biopsy.** This claim was made even 
though it was opposed to the testimony of renowned physicians.” 
True, it is possible that the defendant’s doctor had really attained 
powers of diagnosis greater than any yet known. His qualifications 


are especially questionable, however, when it is considered that he 


had only five years’ practice after graduation from osteopathic school 
and no academic specialization whatsoever.” Thus, his testimony 
flew in the face of present-day authority. As our behavior is, to a large 
measure, controlled by society, so are our standards. The difficulty 
in the defense witness’ contentions was that they ran counter to these 
standards. The credibility of his testimony was threatened. In at 
tacking the credibility, the representation that a patient listed in the 
booklet had had cancer was also attacked. Thus, it was shown by 
the government that several of the patients listed in the booklet prob- 
ably never suffered from cancer as was represented. 


In one situation, a woman had gone to her local physician com- 
plaining of pains in her stomach region. A biopsy was taken showing 
that she suffered from cancer of the bladder. She was operated upon 
and the cancer removed. Several years later, she again had pain. She 
went to another physician (the first one was now a doctor in the 
armed forces), thinking she had a recurrence of the disease. Upon 
examination, this doctor concluded that all that was wrong with the 





* 15 USC Sec. 55(a)(1). a Pp. 963-1047 

* See footnote 23. = Pp. 149, 158, 297, 563, 1099 
” Transcript of record, p. 189. 3 Pp, 902-963. 

*P. 158 “Pp. 183-212 
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woman was a constricted bladder. There was no sign of cancer in the 
old place, and the scar from the operation had healed perfectly. 


Rather than submit to an operation to correct her bladder condi- 
tion, this woman went to the Hoxsey Clinic. Without biopsy, cancer 
was diagnosed and the woman treated. Later, she was listed in the 
booklet as having been cured of cancer. 


Listed also in the booklet was a representation that a young boy 
had been cured of cancer of the tongue.** This boy had had a growth 
on the tongue which a local physician had removed. After removal, 
the tissue was sent to a laboratory for biopsy. At the trial, it was 
shown that the result of the biopsy showed no malignancy. Yet this 
boy had been treated at the Hoxsey Clinic for cancer and pronounced 
cured. Thus, there was a diagnonsis of cancer by the clinic when 
there was none present according to the expert opinion of a patholo- 
gist. It was these representations in the booklet—that a patient had 
been afflicted with cancer—which were attacked as false and misleading. 


The government used the expert opinion of physicians to counter 
the Hoxsey diagnoses. Thus, it was not that the government sought 
only to attack the therapeutic value of the drug itself as being mis 


represented, but the diagnosis of the illness. 


In the Hoxsey case, expert opinion was also used to ascertain whether 
potassium, one of the ingredients of Hoxsey’s drugs, was efficacious 
in the cure of cancer. A renowned physician ™ testified for the govern 
ment that he had, for several years, experimented with potassium on 
cancerous mice. The results of his experiments showed that potassium, 
rather than retarding or reducing them, enlarged cancerous growths 
considerably. The opinion of the doctor as to the therapeutic value 
of Hoxsey’s drug was not asked. He had neither worked with the 
drugs nor seen them in use. He had, though, used an ingredient of 
these drugs, and it was this upon which he was an expert. 


Another well-known medical doctor * was asked on examination 
whether the various ingredients of the product were known to have 
any pharmacological effect. He had dealt only with these ingredients, 
never with Hoxsey’s product itself. His testimony showed almost con- 
clusively that these products were useful only to sme degree as food 


or as a laxative, but not as an effective means of combatting cancer 





% Pp, 212-235 = Pp. 84-100 
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Thus, it was in this manner that such drugs were attacked as to their 
therapeutic value. 


The expert-opinion evidence as used by the government is seen 
as not necessarily directly attacking the therapeutic value of the drugs, 
but as attacking other representations made. These representations 
concern the types of disease present, as well as the fact that they have 
been cured. So long as these representations can be shown to be false 
or misleading, misbranding can be found, Thus, there is sometimes no 
need to go into the actual therapeutic value of a product, as often it 
may be shown that something other (and easier to prove) is false. 


A recent illustration of this may be found in the case of Koch v. 
FTC.** There, it was contended that Koch’s medicinal preparations were 
effective in treating cancer, leprosy, malaria, multiple sclerosis, polio, 
and other diseases, regardless of the progress they had made on the 
patient. Koch contended that these assertions were matters of opinion 
only, and that therefore “the Commission had no authority to pass 
upon them.” The court stated that the 


evidence on the issue of fact was largely controverted. However, the 


record as a whole supported the finding of the Commission . . . that the prod- 


ucts have no therapeutic value .. . .” 


Even if this had not been held, the court would probably have 
sustained the FTC’s cease-and-desist order, for they went on to state 
that: 

petitioners base their whole argument on . . . the assumption that the 
finding of lack of therapeutic value is the only material finding made by the 
Commission with reference to false representations of material fact. The assump- 
tion ignores other questions of fact upon which the Commission squarely rules. 
For instance, in this connection, whenever petitioners represent that cancer has 
been cured after one injection [of Koch’s drug], they make several simultaneous 
statements of fact. They state that the disease cured is true cancer. They repre- 
sent by implication that the disease is permanently cured. They state that this result 
has been achieved by 2 Koch drug.” 


The expert-opinion evidence as used by the government might 
thus be broken down into two categories. The first is of the type 
mentioned earlier, which might actually be called “expert opinion 
evidence based upon known facts and settled opinions as to the thera- 
peutic value of the product itself.” Such evidence is seen to have been 
used in the Colonic Irrigator case. The second category of expert- 
opinion testimony is often not aimed directly at the effectiveness of 
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the product itself. As stated, it is used for the purpose of attacking 
the credibility of witnesses who attempt to uphold the value of the 
product. The Hossey case is to a large degree illustrative of the use 
of such evidence. 


In the Hoxsey case, the defense, in ati attempt to show the value 
of their medicines, used the testimony of laymen who had been treated 
at the clinic." The government objected to the admission of such 
material as evidence when the statements elicited from the witnesses 
concerned whether they were, or had been, suffering from cancer. 
Such objections were not sustained.® The basis for the objection was 
on two grounds: The first was that any testimony of a layman as to 
whether or not he was suffering from a disease was hearsay.** The 
knowledge of the patient was obtained from a statement made to him 
by a physician. The second objection went to the competency of the 
evidence. A diagnosis of cancer can be accurately made only by bi- 
opsy “* and, therefore, it is “obvious that lay patients are not qualified 
to make such a diagnosis.” * The court of appeals in reversing the 
trial court stated that the “opinion of a layman as to whether he has, 


or had cancer, or [an] opinion as to whether he has been cured and no 
66 


longer bears the disease . . . is entitled to little, if any weight.” 
Although this statement is in accord with the general rule upon the sub- 
ject," the rule as applied in food and drug cases is not yet settled.” 
Sometimes, such evidence is admitted in nonjury cases and not given much 
weight.” It is presumed that the judge, as trier of fact in such cases, 
considers only competent evidence. In the Hoxsey case, though, the trial 
record shows that the judge did put considerable weight upon the 


lay testimony.”° 


It is possible that a more liberal rule as to lay testimony might 
be had in FTC hearings of a case." As stated previously, though. the 
FTC is probably very dubious about giving any weight to such material. 


“ Transcript of record, pp. 580, 597, 610, ance Company v. Kelly, 70 F. (2d) 589 
625, 640, 653, 668, 699, 710, 720, 728, 742, 751, (CCA-8, 1934): New England Publishing 
771, 809, 818, 839, 849, 856, 868, 882, 890. Company v. Bonner, 68 F. (2d) 880 (CCA-1 

@ Pp. 582, 592-593, 599, 619, 630, 637, 641. 1934); U. 8. v. Hill, 61 F. (2d) 651 (CCA-9, 
651, 663, 696, 708, 718, 727, 740, 750, 769, 1932) 

807, 816, 837, 846, 855, 864, 838. * Willis and Goodrich, work cited at 

® Brief for appellants, p. 25. footnote 34 

“ Transcript of record, pp. 149, 158, 297, “Cr. U. 8. v. Sulfa-Seb, 54 F. Supp. 759 
563, 1099 (DC Mo., 1944); FTC v. Kay, CCH Trade 

® Brief for appellants, p. 28. Regulation Reports (Supp. Vol. V) { 5564, 

* Opinion cited at footnote 24, at p, 277. 35 F. (2d) 160 (CCA-T, 1929) 

“U. 8. v. McCreary, 10 F. (2d) 297 ” Transcript of record, pp. 593, 727-728 
(CCA-9, 1939); U. 8. v. Buck, 70 F. "Cf. note, 64 Harvard Law Review 340 
1007 (CCA-5, 1934); Harris v, U. 8., 70 F. (1950). 

(2d) 889 (CCA-4, 1934); Aetna Life Insur- 
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Thus far, in the paper, I have mainly attempted to show the types 
of evidence upon which the government primarily relies in order to 
obtain a judgment against a product or a person alleged to have made 
false representations of therapeutic value. The reason for the gov- 
ernment’s seeking to prevent the use of such products is that: 
ay not only has the public been defrauded of millions of dollars annually, but 
health has been placed in jeopardy by false claims for nostrums, harmful in 
themselves, or harmful because they led to delay or neglect of scientific treatment, 
or most despicable of all, because the sufferer for whom there was no hope, and 
his friends, have been given false hope, and often he has been led to give up 
his last remaining dollar.” 

The means which the government uses to enforce its statutes are, 
though, through the necessity of trials and hearings, drawn-out and 
expensive. In addition, it is seen that there are two agencies policing 
what appears to be a singular problem. Although neither the FTC nor 
the Food and Drug Administration can be adversely criticized for 
laxity in the enforcement of the provisions of their particular statutes, 
no compelling reason is seen for the existence of the two enforcement 
agencies in the one area. It is an artificial distinction that is drawn 
between “labeling” and “false advertisement.” 

An apparent remedy to this situation would be to place the entire 
subject of misbranding as concerns food, drugs, devices and cosmetics 
into the hands of one agency. The Food and Drug Administration 
appears to be the proper one, since the FTC is already concerned 
with a multitude of problems not directly related to this subject. 

In addition to this consolidation of forces, a substantive change 
could be made in the Act which would, to a large degree, remove the 
necessity of drawn-out procedures for the enforcement of the present 
statute without removing any protection which we accord the accused. 
This change would involve an inclusion in the Act of a section pro- 
hibiting the making of any representation that a drug or device has 


any effect on certain diseases which are deemed to be beyond the realm 
of treatment by laymen. In the original bills introduced in Congress 
prior to the revision of the 1938 Act, such a section was suggested.’ 
The reason for its final exclusion from the Act is not clear, but it has 





2 Address by William T. Kelly, chief Cong., 2d Sess., Sec. 9(c), Dunn, work 
counsel of the FTC, before the National cited, at p. 77: S. 5, 74th Cong., Ist Sess 
Wholesale Druggists Association, April Sec. 601(b), Dunn, work cited, at p. 200; 
22, 1938. S. 5, 74th Cong., 2d Sess., Sec. 601(b), 

™S. 1944, 73d Cong., Ist Sess., Sec. 9(c), Dunn, work cited, at p. 341: S. 5, 75th 
Dunn, work cited at footnote 18, at p. 42; Cong., ist Sess., Sec. 3(4), Dunn, work 
S. 2000, 73d Cong., 2d Sess., Sec. 9c), cited, at p. 639. 

Dunn, work cited at p. 58; S. 2800, 73d 
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been suggested that either the list of diseases was too extensive ™ or 
that it would be too drastic a provision under an already much revised 
statute.”® 


A section similar to that suggested has been incorporated in the 
Canadian Food and Drug Act since 1934,"* and will be carried into the 
new Canadian act, which will probably be brought into force some 
time this year.”’ It has been stated that the purposes of this section 
are twofold. One is to: 

‘ prevent advertisements to the public respecting treatment for conditions 
where either no treatment is known to medical science or where self-treatment 
is not considered proper or safe. 

The second is to: 


make unnecessary the proof in each case that a food or drug is either 
unsafe or valueless for the treatment of one of these conditions, that it is harmful, 
or that the advertisement is false or misleading.” 


A section similar to that in the Canadian law was included in 1940 
in the uniform state food, drug and cosmetic bill ™ 
cepted by the Executive Committee of the Association of Food and 


Drug Officials of the United States. Fifteen states have since enacted 


which was ac- 


80 


similar sections into their food and drug acts. 


The uniform bill, though, for some reason, appears to follow the 
distinction drawn by the federal government between “labeling” and 
“false advertisement.” Thus, the section states that it is applicable 


* Statement by Professor Robert 35-3410, Sec. 35-3107; Iowa—Ch. 203A, Code 
Braucher, Harvard Law School, in per- of Iowa, 1950, Sec. 203A.14.2; Kansas 
sonal interview General Statutes of Kansas, 1949, Ch. 65, 
™ Klinger, “‘Conflict with Quackery,”’ 8 Art. 6, Secs. 65-101—-65-664, as amended by 
Food Drug Cosmetic Law Journal TT7, 791 Laws 1953, H. B. 278, approved April 2, 
(December, 1953). 1953, effective upon publication in the 
™ Curran, Canada’s Food and Drug Law statute book, Sec. 18(b) Louisiana 
(1953), p. 154 Louisiana Revised Statutes of 1950, Tit. 40, 
7 P. 1059. Ch. 4, Secs. 601-642, Acts 1952, Sec. 625B 
* P. 188 New Hampshire—Revised Laws of New 
*® Uniform state food, drug and cosmetic Hampshire, 1953, Ch. 51, Sec. 9C-II; New 
bill, Sec. 19(b), CCH Food Drug Cosmetic Mexico—New Mexico Statutes Annotated 
Law Reports { 25,119 Vol. 5, Secs. 71-639—71-663, as amended 
* Arkansas—Arkansas Statutes, 1947, Tit. 1951, Sec. 71-652(b); North Carolina—Gen- 
82, Ch. 9, Secs. 1-26, as amended March 30, eral Statutes of North Carolina, 1943, Ch 
1953, Sec 18(b) California—Deering's 106, Art. 12, Secs. 106-120—106-145, Sec 
California Code, Health and Safety, 1944, 106-138(b): Oklahoma—Laws 1953, H. B 
Division XXI, Ch. 2, Secs. 26200-26384, as 1054, approved June 4, 1953, effective Sep- 
amended 1953, Sec. 26286.5: Connecticut tember 1, 1953, Sec. 13(b); Tennessee 
General Statutes of Connecticut, Revision William's Tennessee Code, 1934, Vol, IV, 
of 1949 Ch 186 Secs. 3929-3956, as 1952 Supp., Secs 6580. 1-6580.26, Sec 
amended by Acts 1953, Sec. 3950; Florida 6580.20(b); Virginia—Code of Virginia 
Florida Statutes, 1951, Tit. XXX, Ch. 500 (1950), Tit. 54, Ch. 15, Art. 8, Secs. 54-461 
Secs. 500.01-500.23, as amended by Laws 54-474, Sec. 54-468(2); Washington—Re- 
1953, Sec. 500.19(2); Indiana—Burn’'s In- vised Code of Washington, Tit. 69, Ch 
diana Statutes Annotated, 1949 Replace- 69-04, Sec. 69.04.720 
ment, Tit. 35, Chs. 31-34, Secs, 35-3101— 





PAGE 234 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1956 


only to false advertisements, and the definition of “advertisement” ® 
excludes labeling. Only one of the 15 states which have enacted this 
type of section has rectified the situation. California, in its definition 
of “advertisement,” includes what is covered also by “labeling.” ** 


Another odd thing about most of these statutes is that rather than 
directly prohibiting the making of a representation concerning the 
effect of a product upon a particular illness, they deem that such repre- 
sentation shall constitute a false advertisement. It is then the false ad- 
vertisements which are prohibited under the acts. In 1951, California 
“made a substantive change. The present section does not deem 
such advertisements to be false but, rather, flatly prohibits any such 


representation.” ** 


Under all of these state statutes, there is a section which author- 
izes the body administering the act to permit advertisements concerning 
the effect of a product if it is determined “that an advance in medical 
science has made any type of self-medication safe as to any of the 
diseases named .’ 8 The reason for the inclusion of such a section 
might be that if advances in science are made which permit self-medi- 
cation, the difficulties inherent in amending legislative acts need not 
be necessary. Also, it might be felt that an outright prohibition might 
be violative of due process under the Fourteenth Amendment. Con- 
sidering the purpose of the statute, though—the protection of the 
public well-being—it is doubtful whether such a section would be 
struck down.* 


The only court decisions which have interpreted these particular 
sections of the statutes have been in California.*® Although the deci- 





business, or to pursue a calling, may be 
conditioned. . . 
~ . the function of courts in the ap- 


“Uniform state food, drug and cos 
metic bill, Sec. 2, CCH Food Drug Cos- 
metic Law Reports { 25,102. 


= California, code cited at footnote 80, 
Sec. 26209. 

* Letter from Wayne D. Hudson, deputy 
attorney general of California, January 14, 
1954. 

“ California, code»cited at footnote 80, 
Sec. 26273; similar wording is used in the 
same type of section of most of the other 
states’ statutes. 

* “The Fifth Amendment, in the field of 
Federal activity, . . . and the Fourteenth, 
as respects state action . . do not pro- 
hibit governmental regulation for the pub- 
lic welfare. ... 

“The Constitution does not guarantee 
the unrestricted privilege to engage in a 
business or to conduct it as one pleases. 
Certain kinds of businesses may be pro- 
hibited; . and the right to conduct a 


plication of the Fifth and Fourteenth 
Amendments is to determine in each case 
whether circumstances vindicate the chal- 
lenged regulation as a reasonable exertion 
of governmental authority or condemn it 
as arbitrary or discriminatory."’ (Nebbia 
v. New York, 291 U. S. 502, 525, 528, 536 
(1934).) 

% People v. Galway, CCH Food Drug 
Cosmetic Law Reports { 85,141, 120 A.C. A 
55, 260 Pac. (2d) 212 (1953); Morris v. 
Municipal Court of City of San Francisco. 
CCH Food Drug Cosmetic Law Reports 
{ 85.132, 110 Cal. App. (2d) 269, 242 Pac 
(2d) 339 (1952); People v. Ryan, CCH 
Food Drug Cosmetic Law Reports { 85,128, 
101 Cal. App. Supp. 927, 226 Pac. (2d) 376 
(1951): Neslen v. Board of Health, 70 Cal. 
App. (2d) 202, 160 Pac. (2d) 862 (1945). 
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sions themselves have largely been based on failure to exhaust admin- 
istrative remedies, dicta has clearly upheld the statute as constitutional. 


If a petition were to be presented to the agency, it appears as if 
the burden of proof would be upon the petitioner to show the effective- 
ness of his product. Thus, there would be a complete turnabout from 
what we now have under the federal statutes, where it is the govern- 
ment which carries the burden. With such a burden to overcome, it 
would be extremely difficult for a person with a claim similar to the 
one in the Hoxsey case to persuade the agency that he had developed 
a medically recognized treatment. The fact that the government today 
generally succeeds in its attempts to prohibit such representations 
when the burden is upon it to show the representations to be false or 
misleading emphasizes the difficulty placed upon a petitioner. 


It might be argued in opposition to such a section being included 
in the statute that if a truly effective therapeutic product should be 
developed, there is no guaranty that the agency would recognize it as 
such and permit its marketing under conditions where its effectiveness 
could be publicized. It is true: “They laughed at Fulton.” However, 
there are adequate legitimate channels available for the recognition of 
such a product without going through the enforcement agency's pro- 
cedures. The American Medical Society, the American Cancer So- 
ciety and other organizations are always willing to test the effectiveness 
and safety of such products.*’ If it were to be accepted by them, there 
is little doubt that the enforcement agency would fail to recognize 
this. Even if there were to be a rejection of this claim, it is to be re- 
membered that the purpose of the statute is the protection of the public 
against the use of products for self-medication. If the product is effec- 
tive, it could still be represented as such to members of the medical 
professions, for such men are deemed capable of ascertaining the true 
value of a product. The prohibitions of the statute need run only to 
representations made to the lay public. 


My conclusions, then, in the light of the problems I have discussed 
can be summarized as follows: There should be a revision of the 
present federal statutes so that there is unity of regulation in the food 
and drug field. Through this would also come a uniform means of 
enforcement, through the courts directly and/or by agency action 
with court review. In addition, if a section of the statute were to be 
enacted similar to those in the several states and Canada, the burden 
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now lying upon the government would be greatly reduced. All that 
would be necessary for a successful prosecution for violating the stat- 
ute would be a showing that the product was represented as being 
effective in the treatment of a disease without having first secured 


the permission of the enforcement agency to make such a claim. The 


court would not be the place to test whether the representation was 
“true.” Through such a section of the statute, violations will be more 
easily proved without any drastic alterations of our democratic processes. 


[The End] 


FOOD, DRUGS, DEVICES AND COSMETICS— 
MISREPRESENTATION, ADVERTISING 
ALLOWANCES 


Food supplement . . . A company agrees to stop representing that 
the food supplements it sells are life-prolonging products recommended 
by the medical profession. (Released March 29, 1956.) 


Medicinal preparations . . . A firm agrees to stop claiming that 
its medicinal preparation is a cure for sinus ailments. (Released March 
15, 1956.) 

A company agrees not to represent that its drug product is a 
treatment for arthritis or rheumatism. (Released April 9, 1956.) 
‘ A company is prohibited from advertising its medicinal tab- 
lets ; as cure-alls for arthritis and rheumatism. (Issued March 27, 1956; 
released April 2, 1956.) 


Therapeutic devices . . . An individual is prohibited from mis- 
representing the effectiveness of a truss and from falsely representing 
that he operates clinics staffed with professional medical personnel 
(Issued March 8, 1956; released March 26, 1956.) 

' A manufacturer of trusses agrees not to represent falsely 
that these devices are guaranteed or that he gives a money-back 
guarantee on them. (Released March 29, 1956.) 


Hair and scalp treatment . . . The Federal Trade Commission 
has dismissed charges against a company which advertised that its 
“do-it-yourself” kit will grow hair or prevent baldness, since the com 
pany has gone out of business. (Issued March 30, 1956; released April 
6, 1956.) 


Perfumes . . . Misrepresentations as to the price and quality of 

perfumes are prohibited. (Issued April 3, 1956; released April 10, 1956.) 

Representations as to the origin and price of perfumes, toilet 

waters and colognes are challenged. (Issued March 21, 1956; released 
April 2, 1956.) 


Cosmetics . . . A cosmetics company is ordered to give com- 
peting customers proportionally equal payments for advertising, dis- 
play and demonstrator services and to furnish demonstrators on a 
proportionally equal basis. (Issued March 7, 1956; released March 14, 
1956.) —CCH Trapve Recutation Reports { 25,926; 25,910; 25,942; 25,935; 
25,922; 25,925; 25,941; 25,946; 25,934; 25,916. 





Legislative Changes 


and Developments 


Canadian Law and Comment 


By R. E. CURRAN, Q. C. 


Federal 


In the speech from the Throne which was given at the opening 
of the federal Parliament on January 10, 1956, no mention was made 
of any particular legislation in the field of food and drugs. There 
has, therefore, been no federal legislation introduced so far concerning 
the subject during the present session, and the possibility is that no 
such legislation will be presented. 


Agricultural Enactments.—-During the last session, however, the 
Canada Agricultural Products Standards Act and the Meat Inspection 
Act were enacted, which, when fully implemented, will replace a 
number of existing federal statutes administered by the Department 
of Agriculture. The purpose of these enactments was discussed in the 
September, 1955 issue of this JouRNAL. 

No further developments have as yet taken place with respect 
to these statutes, but regulations under them are in process of prep- 
aration and will eventually replace existing regulations and in due 
course the subject of the present statutes. It is not possible to predict 
at the present time when this will be. 

Food and Drug Legislation —In accordance with the practice under 
the Food and Drugs Act of deferring all but urgent amendments to 
the regulations for enactment at semiannual or quarterly periods, 
there are in process of preparation a number of changes in the regu 
lations under the Food and Drugs Act. The bulk of these changes are 
purely administrative and are made necessary in the light of experience 
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or in order to keep abreast of developments in the pharmacopoeial 
field. 


The proposals for amendment, in brief, are as follows: 


Schedule F of act.—Schedule F, which is the schedule of the act 
setting forth drugs which can be sold only upon prescription, will 
have added to it certain new drugs in the hypnotic, the antibiotic and 
the antimetabolite fields. The schedule, when revised, will be published 
in the Canada Gazette, and the names of the drugs in question will be 
available to those interested. 


Food regulations.—Certain changes are being made to the food 
regulations as follows: 


Butterfat——The definition of “butterfat” will be amended to pro- 
vide a statutory presumption of adulteration where the tocopherol 
content is greater than 50 micrograms per gram or the Polenske num- 
ber exceeds 10 per cent of the Reichert-Meissl. 


This does not represent any change in the statutory requirements 
of the standard, but merely clarifies the proof of a violation of the 
regulation in respect of the addition of a vegetable fat. 

Agricultural Chemicals.—Because of the rapidly increasing use 
of chemicals in agricultural products, some of which are known to 
have toxic properties, it has been found desirable to establish a special 
table setting forth limits or tolerances with respect to certain of these 
chemicals. The regulations, therefore, are being amended to estab- 
lish a list of such chemicals and tolerances for their use in named foods 
which, when not in excess of the listed tolerances, would not consti- 
tute a violation of the provision of the act relating to the addition of 
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poisonous or harmful substances. It is proposed that eventually the 
list of agricultural chemicals will be expanded to include as many as 
possible of those which are known to have toxic properties, but where 
there is information respecting safe tolerances in their use. This list 
will be kept up to date and made available separably for the informa- 
tion of those especially concerned. 


Drug regulations.— 

Schedule A Conditions.—A new section is proposed to permit, in 
the case of parenteral drugs and Schedule F drugs, of reference being 
made to certain of the diseases, disorders or abnormal physical states 
referred to in Schedule A of the act on package inserts where such 
reference is necessary to give to the purchaser adequate directions for 


safe use. 

Table of Limits of Drug Dosage.—The table of limits of drug 
dosage for adults will be revised to convert the present method of 
computation of maximum, single and daily doses to metric units. At 
present, the maximum single and daily dosage for internal use is, in the 
case of liquids, given in minims and, in the case of solids, in grains. 
The revision will convert this computation to milligrams wherever 
possible and in other cases to grams or milliliters. 

Prescription Regulations.—Certain of the prescription-drug regu- 
lations are being revised for clarification, but without any change being 
made in their intent or purpose. 


Standards.—Special standards are set up for a number of addi- 
tional drugs in the epinephrine field. 


The above summarizes certain of the changes proposed to be 
made to the food and drug regulations which will likely be made 
effective prior to the publication of this article. In the event, however, 
that any reader is concerned with the subject of the changes and has 
not received particulars in the usual way, inquiry could be made of 
the Food and Drug Division of the Canadian Department of National 
Health and Welfare for such information as he might require. 


The above concludes the subject of changes in federal regulations 
applicable to food and drugs. 


Provincial 


As mentioned in the first article, provincial legislatures normally 
meet from some time shortly after the commencement of the year 
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until prior to spring breakup. Any legislation, therefore, which will 
affect the subject of food and drugs at the provincial level would 
normally have been introduced during the session presently being held. 


Recent inquiry was made of all of the provinces for particulars of 
any legislation which might be relevant to the subject, and the follow- 
ing is the report as received from the authorities concerned: 

Newfoundland.—No legislation. 

Prince Edward Island.—No legislation. 

Nova Scotia.- 

Fish Inspection Act.—It was reported that Chapter 8 of the stat- 
utes of 1955 enacted the Nova Scotia Fish Inspection Act, which 
statute follows closely the federal legislation contained in Chapter 118, 
R. S. C. 1952, and is almost identical with statutes on the same subject 
enacted in other provinces. The legislation was enacted in order to 
achieve uniformity in this field. The legislation will be brought into 
force on proclamation, but at the present time it is not known when 
such proclamation will be issued. 

New Brunswick.—No legislation. 

OQuebec.—No new legislation is reported, but reference is made 
to Order in Council No. 235, concerning the dairy industry, which 
was mentioned in a previous article. 

Ontario.—No report. 

Manitoba.—No legislation. 

Saskatchewan.—No legislation. 

Alberta.—No report. 


British Columbia.—No report. 


FOOD AND DRUG OFFICIALS TO CELEBRATE JUBILEE 
OF FEDERAL LAWS 


The Federal Food and Drugs Act of 1906 and the Meat Inspection 
Act of the same year will be the subjects of a jubilee celebration in 
New York May 6-11, when the Association of Food and Drug Officials 
of the United States holds its convention. The association’s theme will 
be the golden anniversary of the measures, which may be called the 
“most important peacetime laws in the history of our country.” 

The memory of Harvey W. Wiley, “father” of the acts, will be 
honored by the presentation of the first Wiley award for meritorious 
service on the part of a control official. Among the scheduled speakers 
is Commissioner of Food and Drugs George P. Larrick 
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